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Supplement A
Figure s1PRISMA Flow Diagram
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Table s1PICO questions Identified by the Panel through the two guideline versions

Initial guideline

Questions (Sep12, 2020) CurrentUpdate
Shouldserologytestingvs.no testingbe performedto detectactive
COVIRL9infectionin symptomaticpatientsin the first two weeks n n
after symptomonset?
ShouldNAATalonevs.NAATplusserology(wheninitial NAATis
negative)be usedto diagnoseCOVIBL9 in symptomaticpatients? : f
Should serologtesting vs. no testing be performed to detect COV|
19 infection inchildrensuspected to have multisystem inflammator n n
syndrome (MISC)?
Should IgM vs. @vs. IgV/IgGvs.Total Antibodiedbe used for SARS n n
Co\f2 antibodytesting? - -
Should rapid serology (capillary blood) vs. standard serology (vel n
blood) be used to detect SAR®V2 antibodie® -
Should antispike vs antnhucleocapsid antibodies be uséat SARS n
Co\f2 antibody testing? -
Should serology testing vs not be performed in individuals with pr
COVIEL9 infection to improve patient important outcomes? n
Should serology testing vs not be performed in vaccinated individ n

to improve patient important outcomes?
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Table s2Search Stratégs

Antigen Search Stratgg

PUBMEAnNtigen)
SEARCH DATUp till 01/01/2023

Set #| Search Strategy
1| ("COVIBL9"[Mesh] OR "SARS0\,2"[Mesh])
("2019 novel*"[tiab] OR "2018cov"[tiab] OR 2019ncov[tiab] OR covid19[tiab] OR
covid2019[tiab] OR "covid 2019"[tiab] OR "cet@l[tiab] OR "hco: 9"[tiab] OR
hcov19[tiab] OR "rrov"[tiab] OR "ncox2019"[tiab] OR ncov[tiab] OR ncov2019[tiab
OR "novel bedcoronavirus"[tiab] OR "Novel Coronavirus"[tiab] OR "novel CoV"[tia
OR "sargov19"[tiab] OR "sarsow19"[tiab] OR sarscov19[tiab] OR "sarscov2"[tiab
2 | OR "sarsco®"[tiab] OR "sargov2"[tiab] OR "sarsow-2"[tiab])
((epidem*[tiab] OR outbreak*[tiab] OR pandem?*[tiab] OR wildlife*[tiab]) AND
3 | (china*[tiab] OR chinese*[tiab] OR huanan*[tiab]))
(((respiratory[tiab] AND (condition*[tiab] OR disease*[tiab] OR illness*[tiab] OR
symptom?*[tiab])) OR "foodnarket*"[tiab] OR "seafood market*"[tiab]) AND
4 | (china*[tiab] OR chinese*[tiab] OR huanan*[tiab] OR hubei*[tiab] OR wuhan*[tiab|
5| OR/1-4
6 | "Antigens, Viral'[Mesh]
7 | antigen]tiab]
8 | OR/6-7
"COVIDBL19 Testing"[Mesh] OR "Delay&diagnosis'[Mesh] OR
"Diagnosis"[Mesh:NoExp] OR "Diagnosis, Differential"[Mesh] OR "Diagnostic
9 | Techniques and Procedures”[Mesh] OR "Early Diagnosis"[Mesh]
10 | "diagnosis"[Subheading]
case*[tiab] OR "case finding"[tiab] OR casefinding[tiabjd&tect*[tiab] OR
11 | diagnos*[tiab] OR screen*tiab] OR test*[tiab]
12 | OR/911
13| 5 AND 8 AND 12
14 | English[Language]
15| 13 AND 14
16 | animals[Mesh] NOT humans[Mesh]
17| 15 NOT 16
18| "2021/02/22"[PDAT] : "3000/12/31"[PDAT]
19| 17 AND 18
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20

("Academic Dissertation"[Publication Type] OR "address"[Publication Type] OR
"Anecdotes"[Publication Type] OR "Animation“[Publication Type] OR
"autobiography"[Publication Type] OR "bibliography"[Publication Type] OR
"biography"[Publication Type] OR "Bodlkdtrations"[Publication Type] OR "Book
Review"[Publication Type] OR "Bookplate"[Publication Type] OR
"Cartoon"[Publication Type] OR "Case Reports"[Publication Type] OR
"Catalog"[Publication Type] OR "Chart"[Publication Type] OR "Comment"[Publicg
Typq OR "congress"[Publication Type] OR "consensus development
conference"[Publication Type] OR "consensus development conference,
nih"[Publication Type] OR "dictionary"[Publication Type] OR "directory"[Publicatic
Type] OR "editorial"[Publication Type] ORpEession of Concern”[Publication Type
OR "Guideline"[Publication Type] OR "Handbook"[Publication Type] OR "interac
tutorial"[Publication Type] OR "interview"[Publication Type] OR "Juvenile
Literature"[Publication Type] OR "lecture"[Publication TyP& "legal
case"[Publication Type] OR "legislation"[Publication Type] OR "letter"[Publication
Type] OR "Meeting Abstract"[Publication Type] OR "Matalysis"[Publication Type]
OR "news"[Publication Type] OR "newspaper article"[Publication Type] OR
"overal"[Publication Type] OR "patient education handout"[Publication Type] OR
"periodical index"[Publication Type] OR "personal narrative"[Publication Type] OF
"portrait”"[Publication Type] OR "Review"[Publication Type] OR "Scientific Integrit
Review"[Publicatin Type] OR "Systematic Review"[Publication Type] OR
"Unpublished Work"[Publication Type] OR "hascommenton"[All Fields] OR "Cartg
as Topic"[Mesh] OR "Metanalysis as Topic"[Mesh] OR "Review Literature as
Topic"[Mesh] OR "Systematic Reviews as TopicS[iMI®R "case report*"[tiab] OR
"Iintegrative research review*"[tiab] OR "integrative review*"[tiab] OR "literature
review"[tiab] OR metanalys*[tiab] OR "meta analys*"[tiab] OR metaanalys*[tiab]
"narrative review"[tiab] OR "research integration"[tiabROscoping review"[tiab] OR
((methodologic*[tiab] OR quantitative*[tiab] OR systematic*[tiab]) AND
(overview*[tiab] OR review*[tiab] OR synthesis*[tiab])))

21

19 NOT 20

EMBASKANtigen)
SEARCH DATU till 01/01/2023

Set #

SearclStrategy

1

(‘coronavirus disease 2019'/exp OR 'Severe acute respiratory syndrome coronav
2'lexp)
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(('2019 novel* OR '20tAcov' OR 2019ncov OR corvid19 OR 'cat9idOR cov19 OR
covid1l9 OR covid2019 OR 'covid 2019' OR '€é®/i®R 'hcod9' OR hcovl9 OR
ncorona* OR ncorono* OR-toVv' OR 'nco2019' OR ncov OR ncov2019 OR
ncovchina* OR ncovchines@R ncovhubei* OR ncovor OR ncovwuhan* OR 'nove
betacoronavirus' OR 'Novel Coronavirus' OR 'novel CoV' OR 'saB5¢dR 'sars
cov19' OR 'sarsowv19' OR sarscovl9 OR 'sarscov?' OR 'saf5d0R 'sargov?2' OR
'sarscov2' OR 'wrcov' OR wncov):ti,ab)

(((epidem* OR outbreak* OR pandem* OR wildlife*) NEAR/1 (china* OR chinese
huanan*)):ti,ab)

((((respiratory AND (condition* OR disease* OR illness* OR symptom*)) OR 'foo(
market*' OR 'seafood market*') AND (china* OR chinese* OR huanatrtué* OR
wuhan?*)):ti,ab)

OR/1-4

(‘'virus antigen'/exp)

antigen:ti,ab

oo|IN|o|o1 >

OR/6-7

(‘delayed diagnosis'/exp OR 'diagnosis'/de OR 'diagnostic procedure'/de OR
'differential diagnosis'/exp OR 'early diagnosis'/exp'@©@&mination‘/exp OR
'laboratory diagnosis'/exp OR 'physical examination'/exp OR 'qualitative
diagnosis'/exp OR 'quantitative diagnosis'/exp OR 'screening'/exp OR 'symptom
assessment'/exp OR 'virus diagnosis'/exp)

10

(case* OR 'case finding' OR casefinding OR detect* OR diagnos* OR screen* OF
test*):ti,ab

11

OR/9-10

12

5 AND 8 AND 11

13

[english]/lim

14

12 AND 13

15

[animals]/lim NOT [humans]/lim

16

14 NOT 15

17

(‘abstract report'/exp OR 'animalxperiment'/exp OR 'book'/exp OR 'case finding'/e
OR 'case report'/exp OR 'case study'/exp OR 'conference paper’/exp OR 'editorig
OR ‘feasibility study'/exp OR 'in vitro study'/exp 'letter'/exp OR 'meta analysis'/ex|
'meta analysis topic'/exp ORieta analysis (topic)'/exp OR 'note'’/exp OR 'practice
guideline'/exp OR ‘review'/exp OR 'systematic review'/exp OR 'systematic review
topic'/exp OR 'systematic review (topic)'/exp OR ‘veterinary clinical trial'/exp OR
'veterinary study'/exp OR [conferea@bstract])/lim OR [conference paper]/lim OR
[conference review]/lim OR [editorial)/lim OR [letter]/lim OR [note]/lim OR [short
survey]/lim OR meta*analys*:ti,ab OR (integrative NEAR/5 research NEAR/5
review*):ti,ab OR (methodologic* NEAR/5 overview*)tti@R (methodologic*
NEAR/5 review*):ti,ab OR (quantitativ* NEAR/5 overview*):ti,ab OR (quantitativ*
NEAR/5 review*):ti,ab OR (quantitativ* NEAR/5 synthesi*):ti,ab OR (research NE
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integration):ti,ab OR (systematic* NEAR/5 overview*):ti,ab OR (systematic* NEA
review*):ti,ab)

18

16 NOT 17

19

(([01-08-2022]/sd NOT [0D9-2022]/sd) AND [2022022]/py)

20

18 AND 19

Cochrane
SEARCH DATE: 9/6/2022

Set #

Search Strategy

(MeSH descriptor: [COID] explode all trees OR Me@8HBiscriptor: [SARS0V2]
explode all trees)

(("2019 novel" OR "201A8cov" OR 2019ncov OR corvid19 OR "cet@%tdOR cov19
OR covid19 OR covid2019 OR "covid 2019" OR “t8VidR "hcom 9" OR hcov19
OR ncorona* OR ncorono* OR-¢ov" OR "ncov2019" OR ncov OR ncov2019 OR
ncovchina* OR ncovchines@R ncovhubei* OR ncovor OR ncovwuhan* OR "nove
betacoronavirus" OR "Novel Coronavirus" OR "novel CoV" OR "sdStOR "sars
cov19" OR "sarsow19" OR sarscovl9 OR "sarscov2" OR "sat3tOR "sargov2"
OR "sargowv2" OR "wnrcov" OR wncov):ti,ab)

(((epidem* OR outbreak* OR pandem* OR wildlife*) NEAR/1 (china* OR chinese
huanan*)):ti,ab)

((((respiratory AND (condition* OR disease* OR illness* OR symptom*)) OR "foo
market*" OR "seafood market*') AND (china* OR chinese* OR huanaifu®ét* OR
wuhan)):ti,ab)

OR/1-4

"Antigens, Viral"[Mesh]

antigen:ti,ab

OR/6-7

© 00N O 01>~

MeSH descriptor: [Delayed Diagnosis] explode all trees

10

MeSH descriptor: [Diagnosis] this term only

11

MeSH descriptor: [Diagnosis, Differentiekplode all trees

12

MeSH descriptor: [Diagnostic Techniques and Procedures] explode all trees

13

MeSH descriptor: [Early Diagnosis] explode all trees

14

Any MeSH descriptor in all MeSH products and with qualifier(s): [diagiidgis

15

case* OR "case finding" OR casefinding OR detect* OR diagnos* OR screen* OF

16

OR/915

17

5 AND 8 AND 16

18

August 131, 2022

19

17 AND 18
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Molecular Search Strategy

PUBMELMolecular)
| SEARCH DATERGll0Y01/2023

Set #

SearclStrategy

1

("COVIBL9"[Mesh] OR "SARS0V2"[Mesh])

("2019 novel*"[tiab] OR "2018cov"[tiab] OR 2019ncov[tiab] OR covid19[tiab] OR
covid2019[tiab] OR "covid 2019"[tiab] OR "coet®i[tiab] OR "hcon 9"[tiab] OR
hcov19[tiab] OR "rrov"[tiab] OR'ncow-2019"[tiab] OR ncov[tiab] OR ncov2019[tiab
OR "novel betacoronavirus”[tiab] OR "Novel Coronavirus"[tiab] OR "novel CoV"[t
OR "sargov19"[tiab] OR "sarsow19"[tiab] OR sarscov19[tiab] OR "sarscov2"[tiab
OR "sarsco?"[tiab] OR "sarzov2"[tiab] OR "sargow2"[tiab])

((epidem*[tiab] OR outbreak*[tiab] OR pandem?*[tiab] OR wildlife*[tiab]) AND
(china*[tiab] OR chinese*[tiab] OR huanan*[tiab]))

(((respiratory[tiab] AND (condition*[tiab] OR disease*[tiab] OR illness*[tiab] OR
symptom*[tiab])) OR "food market*"[tiab] OR "seafood market*"[tiab]) AND
(china*[tiab] OR chinese*[tiab] OR huanan*[tiab] OR hubei*[tiab] OR wuhan*[tiab

OR/1-4

"Molecular Diagnostic Techniques"[Mesh] OR "Polymerase Geantion"[Mesh]

"molecular diagnosis"[tiab] OR "molecular diagnostics"[tiab] OR "Molecular Diagr
Technique"[tiab] OR "Molecular Diagnostic Testing"[tiab] OR "Molecular Testing"
OR "PCR Test"[tiab] OR "PCR Testing"[tiabPORmerase reaction chain"[tiab]

OR/6-7

"COVIDBL19 Testing"[Mesh] OR "Delayed Diagnosis"[Mesh] OR
"Diagnosis"[Mesh:NoExp] OR "Diagnosis, Differential"[Mesh] OR "Diagnostic
Technigues and Procedures”[Mesh] OR "Early Diagnosis"[Mesh]

10

"diagnosis"[Subheading]

11

case*[tiab] OR "case finding"[tiab] OR casefinding[tiab] OR detect*[tiab] OR
diagnos*[tiab] OR screen*[tiab] OR test*[tiab]

12

OR/9-11

13

6 AND 9 AND 13

14

English[Language]

15

13 AND 14

16

animals[Mesh] NOfiumans[Mesh]

17

15 NOT 16

18

"2022/08/01"[PDAT] : "2022/08/31"[PDAT]

19

17 AND 18
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20

("Academic Dissertation"[Publication Type] OR "address"[Publication Type] OR
"Anecdotes"[Publication Type] OR "Animation“[Publication Type] OR
"autobiography"[Publication Type] OR "bibliography"[Publication Type] OR
"biography"[Publication Type] OR "Bodlkdtrations"[Publication Type] OR "Book
Review"[Publication Type] OR "Bookplate"[Publication Type] OR
"Cartoon"[Publication Type] OR "Case Reports"[Publication Type] OR
"Catalog"[Publication Type] OR "Chart"[Publication Type] OR "Comment"[Publicg
Typq OR "congress"[Publication Type] OR "consensus development
conference"[Publication Type] OR "consensus development conference,
nih"[Publication Type] OR "dictionary"[Publication Type] OR "directory"[Publicatic
Type] OR "editorial"[Publication Type] ORpEession of Concern”[Publication Type
OR "Guideline"[Publication Type] OR "Handbook"[Publication Type] OR "interac
tutorial"[Publication Type] OR "interview"[Publication Type] OR "Juvenile
Literature"[Publication Type] OR "lecture"[Publication TyP& "legal
case"[Publication Type] OR "legislation"[Publication Type] OR "letter"[Publication
Type] OR "Meeting Abstract"[Publication Type] OR "Matalysis"[Publication Type]
OR "news"[Publication Type] OR "newspaper article"[Publication Type] OR
"overal"[Publication Type] OR "patient education handout"[Publication Type] OR
"periodical index"[Publication Type] OR "personal narrative"[Publication Type] OF
"portrait”"[Publication Type] OR "Review"[Publication Type] OR "Scientific Integrit
Review"[Publicatin Type] OR "Systematic Review"[Publication Type] OR
"Unpublished Work"[Publication Type] OR "hascommenton"[All Fields] OR "Cartg
as Topic"[Mesh] OR "Metanalysis as Topic"[Mesh] OR "Review Literature as
Topic"[Mesh] OR "Systematic Reviews as TopicS[iMI®R "case report*"[tiab] OR
"Iintegrative research review*"[tiab] OR "integrative review*"[tiab] OR "literature
review"[tiab] OR metanalys*[tiab] OR "meta analys*"[tiab] OR metaanalys*[tiab]
"narrative review"[tiab] OR "research integration"[tiabROscoping review"[tiab] OR
((methodologic*[tiab] OR quantitative*[tiab] OR systematic*[tiab]) AND
(overview*[tiab] OR review*[tiab] OR synthesis*[tiab])))

21

19 NOT 20

EMBASE (Molecular)

SEARCH DATE: up till 01/01/2023

Set #SearchStrategy

1/('coronavirus disease 2019'/exp OR 'Severe acute respiratory syndrome coronavirus 2'/exp
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(2019 novel* OR '20xAcov' OR 2019ncov OR corvid19 OR 'cat9dOR cov19 OR covid19 C
covid2019 OR 'covid 2019" OR 'cel@ OR 'hcovl9' OR hcov19 OR ncorona* OR ncorono* G
cov' OR 'nco2019' OR ncov OR ncov2019 OR ncovchina* OR ncovchibBsetovhubei* OR
ncovor OR ncovwuhan* OR 'novel betacoronavirus' OR 'Novel Coronavirus' OR 'novel CoV
'sarscovl9’' OR 'sarsov19’ OR 'sarsov-19' OR sarscov19 OR 'sarscov2’ OR 'saiB3dOR 'sars
cov2' OR 'sarsov2' OR 'wrcov' OR wncov):ti,ab)

w

(((epidem* OR outbreak* OR pandem* OR wildlife*) NEAR/1 (china* OR chinese* OR
huanan¥)):ti,ab)

D

((((respiratory AND (condition* OR disease* OR illness* OR symptom*)) OR 'food market*'
'seafood market*') AND (china* OR chinese* OR huananh@fi* OR wuhan*)):ti,ab)

ol

OR/1-4

D

molecular diagnosis'/exp OR 'molecular diagnostics'/exp OR 'molecular testing'/exp OR
‘polymerase chain reaction'/exp OR 'SARS coronavirus 2 nucleic acid test kit'/exp

\]

(("molecular diagnosis" ORnolecular diagnostics" OR "Molecular Diagnostic Technique" OR
"Molecular Diagnostic Testing" OR "Molecular Testing" OR "PCR Test" OR "PCR Testing" (
"Polymerase reaction chain"):ti,ab)

OR/6-7

©

(‘delayed diagnosis'/exp OR 'diagnosis'/de'@&gnostic procedure'/de OR 'differential

diagnosis'/exp OR 'early diagnosis'/exp OR 'examination’/exp OR 'laboratory diagnosis'/exp,
‘physical examination'/exp OR 'qualitative diagnosis'/exp OR 'quantitative diagnosis'/exp OF
'screening'/exp OR 'sympiio assessment'/exp OR 'virus diagnaosis'/exp)

10

(case* OR 'case finding' OR casefinding OR detect* OR diagnos* OR screen* OR test*):ti,al

11

OR/9-10

12

5 AND 8 AND 11

13

[english]/lim

14

12 AND 13

1

[é1!

[animals)/lim NOT [humans]/lim

16

14 NOT 15
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17

(‘abstract report'/exp OR 'animal experiment'/exp OR 'book'/exp OR 'case finding'/exp OR 'q
report'/exp OR 'case study'/exp OR ‘conference paper'/exp OR 'editorial'/exp OR ‘feasibility
study'/exp OR 'in vitro study'/exp 'letter'/exp OR 'meta analysigYy®©R 'meta analysis topic'/ex
OR 'meta analysis (topic)'/exp OR 'note'/exp OR 'practice guideline'/exp OR ‘review'/exp OR
'systematic review'/exp OR 'systematic review topic'/exp OR 'systematic review (topic)'/exp
'veterinary clinical trial'/exp OReéterinary study'/exp OR [conference abstract])/lim OR
[conference paper]/lim OR [conference review]/lim OR [editorial)/lim OR [letter]/lim OR [note
OR [short survey]/lim OR meta*analys*:ti,ab OR (integrative NEAR/5 research NEAR/5
review*):ti,ab OR (m#hodologic* NEAR/5 overview?*):ti,ab OR (methodologic* NEAR/5
review?*):ti,ab OR (quantitativ* NEAR/5 overview*):ti,ab OR (quantitativ* NEAR/5 review*):ti,
OR (quantitativ* NEAR/5 synthesi*):ti,ab OR (research NEAR/5 integration):ti,ab OR (syste
NEAFS overview*):ti,ab OR (systematic* NEAR/5 review*):ti,ab)

18

16 NOT 17

19

(([01-08-2022]/sd NOT [0:D9-2022]/sd) AND [2022022]/py)

20

18 AND 19

CochrangMolecular)
SEARCH DATU till 01/01/2023

Set

#| Search Strategy

1 | explode all trees)

(MeSHdescriptor: [COVH29] explode all trees OR MeSH descriptor: [SBR&]

2 | OR "sargow2" OR "wnRcov" OR wncov):ti,ab)

(("2019 novel" OR "20%8cov" OR 2019ncov OR corvid19 OR "cel@tOR cov19
OR covid19 OR covid2019 OR "covid 2019" OR “t8VidR "hconi9" OR hcov19
OR ncorona* OR ncorono* OR-¢ov" OR "nco2019" OR ncov OR ncov2019 OR
ncovchina* OR ncovchines@R ncovhubei* OR ncovor OR ncovwuhan* OR "nove
betacoronavirus" OR "Novel Coronavirus" OR "novel CoV" OR "sd@ctOR "sars
cov19" OR "sarsow19" OR sarscov19 OR "sarscov2" OR "sa3tOR "sarsov2"

3 | huanan*)):ti,ab)

(((epidem* OR outbreak* OR pandem* OR wildlife*) NEAR/1 (china* OR chinese

4 | wuhan)):ti,ab)

((((respiratory AND (condition* OR disease* OR illness* OR symptom*)) OR "foo
market*' OR "seafood market*') AND (china* OR chinese* OR huanaiiu®&t* OR

5| OR/1-4

6 | descriptor: [Polymerase Chain Reaction] explode all trees

MeSH descriptor: [Molecular Diagnostic Techniques] explode all trees OR MeSH

7 | OR "PCR Testing" OR "Polymerase reaction chain"):ti,ab

("molecular diagnosis" OR "molecular diagnostics” OR "MoleBigamostic
Technique" OR "Molecular Diagnostic Testing" OR "Molecular Testing" OR "PCR




IDSA Guidelines on the Diagnosis of C&@t[5erologic Testing
Supplementary Materials

8 | OR/6-7
9 | MeSH descriptor: [Delayed Diagnosis] explode all trees
10 | MeSH descriptoffDiagnosis] this term only
11 | MeSH descriptor: [Diagnosis, Differential] explode all trees
12 | MeSH descriptor: [Diagnostic Techniques and Procedures] explode all trees
13 | MeSH descriptor: [Early Diagnosis] explode all trees
14 | Any MeSHescriptor in all MeSH products and with qualifier(s): [diagndSi$
15 | case* OR "case finding" OR casefinding OR detect* OR diagnos* OR screen* OF
16 | OR/9-15
17| 5 AND 8 AND 16
18 | August 131, 2022
19|17 AND 18
Serology Searchtrategy

PUBMELSerology)
SEARCH DATU till 01/01/2023

Set #

Search Strategy

1

("COVIEL9"[Mesh] OR "SARS0\V2"[Mesh)

("2019 novel*"[tiab] OR "2018@cov"[tiab] OR 2019ncov[tiab] OR covid19[tiab] OR
covid2019[tiab] OR "covid 2019"[tiabIR "coviell9"[tiab] OR "hcox 9"[tiab] OR

hcov19[tiab] OR "rrov"[tiab] OR "nco2019"[tiab] OR ncov[tiab] OR ncov2019[tiab
OR "novel betacoronavirus”[tiab] OR "Novel Coronavirus"[tiab] OR "novel CoV"[t
OR "sargov19"[tiab] OR "sarsowv19"[tiab] ORsarscov19[tiab] OR "sarscov2"[tiab]

2 | OR "sarsco"[tiab] OR "sarsov2"[tiab] OR "sarsow2"[tiab])
((epidem*[tiab] OR outbreak*[tiab] OR pandem?*[tiab] OR wildlife*[tiab]) AND
3 | (china*[tiab] OR chinese*[tiab] OR huanan*[tiab]))
(((respiratory[tiab] AND (condition*[tiab] OR disease*[tiab] OR illness*[tiab] OR
symptom?*[tiab])) OR "food market*"[tiab] OR "seafood market*"[tiab]) AND
4 | (china*[tiab] OR chinese*[tiab] OR huanan*tiab] OR hubei*[tiab] OR wuhan*[tiab|
5| OR/1-4
"COVIBEL9 Serological Testing"[Mesh] OR "Immunoglobulin A"[Mesh] OR
"Immunoglobulin G"[Mesh] OR "Immunoglobulin M"[Mesh] OR "Serologic
6 | Tests"[Mesh] OR "Serology"[Mesh]
"19S Gamma Globulin"[tiab] OR "7S Gamma Globulin"[tiabAl@Rylobuline[tiab] OR
IgA[tiab] OR IgGJtiab] OR IgM[tiab] OR Polyglobin[tiab] OR Serodiagnos*[tiab] O
7 | Serologic*[tiab]
8 | OR/6-7
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"COVIDB19 Testing"[Mesh] OR "Delayed Diagnosis"[Mesh] OR
"Diagnosis"[Mesh:NoExp] OR "DiagnoBifferential"[Mesh] OR "Diagnostic
Techniques and Procedures”[Mesh] OR "Early Diagnosis"[Mesh]

10

"diagnosis"[Subheading]

11

case*[tiab] OR "case finding"[tiab] OR casefinding[tiab] OR detect*[tiab] OR
diagnos*[tiab] OR screen*[tiab] OR test*[tiab]

12

OR/911

13

5 AND 8 AND 12

14

English[Language]

15

13 AND 14

16

animals[Mesh] NOT humans[Mesh]

17

15 NOT 16

18

"2022/08/01"[PDAT] : "2022/08/31"[PDAT]

19

17 AND 18

20

("Academic Dissertation"[Publication Type] OR "address"[Publication Type] OR
"Anecdotes"[Publication Type] OR "Animation"[Publication Type] OR
"autobiography"[Publication Type] OR "bibliography"[Publication Type] OR
"biography"[Publication Type] OR "Bodksgtrations"[Publication Type] OR "Book
Review"[Publication Type] OR "Bookplate"[Publication Type] OR
"Cartoon"[Publication Type] OR "Case Reports"[Publication Type] OR
"Catalog"[Publication Type] OR "Chart"[Publication Type] OR "Comment"[Publicg
Typq OR "congress"[Publication Type] OR "consensus development
conference"[Publication Type] OR "consensus development conference,
nih"[Publication Type] OR "dictionary"[Publication Type] OR "directory"[Publicatic
Type] OR "editorial"[Publication Type] ORpEession of Concern”[Publication Type
OR "Guideline"[Publication Type] OR "Handbook"[Publication Type] OR "interac
tutorial"[Publication Type] OR "interview"[Publication Type] OR "Juvenile
Literature"[Publication Type] OR "lecture"[Publication TypP& "legal
case"[Publication Type] OR "legislation"[Publication Type] OR "letter"[Publication
Type] OR "Meeting Abstract"[Publication Type] OR "Matalysis"[Publication Type]
OR "news"[Publication Type] OR "newspaper article"[Publication Type] OR
"overal"[Publication Type] OR "patient education handout”[Publication Type] OR
"periodical index"[Publication Type] OR "personal narrative"[Publication Type] OF
"portrait”"[Publication Type] OR "Review"[Publication Type] OR "Scientific Integrit
Review"[Publicatin Type] OR "Systematic Review"[Publication Type] OR
"Unpublished Work"[Publication Type] OR "hascommenton"[All Fields] OR "Cartg
as Topic"[Mesh] OR "Metanalysis as Topic"[Mesh] OR "Review Literature as
Topic"[Mesh] OR "Systematic Reviews as TopicSfiYIOR "case report*'[tiab] OR
"integrative research review*"[tiab] OR "integrative review*"[tiab] OR "literature
review"[tiab] OR metanalys*[tiab] OR "meta analys*"[tiab] OR metaanalys*[tiab]
"narrative review"[tiab] OR "research integration"[tiabROscoping review"[tiab] OR
((methodologic*[tiab] OR quantitative*[tiab] OR systematic*[tiab]) AND
(overview*[tiab] OR review*[tiab] OR synthesis*[tiab])))
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| 21|19 NOR 20

EMBASKSerology)
SEARCH DATE/01/2023

Set #| Search Strategy
(‘coronavirus disease 2019'/exp OR 'Severe acute respiratory syndrome coronav
1| 2'/exp)
(('2019 novel* OR '202Acov' OR 2019ncov OR corvid19 OR 'cel9dOR covl19 OR
covid19 OR covid2019 OR 'covid 2019"' OR '¢@i®R 'hcond9' OR hcovl9 OR
ncorona* OR ncorono* OR-gov' OR 'nco2019' OR ncov OR ncov2019 OR
ncovchina* OR ncovchines@R ncovhubei* OR ncovor OR ncovwuhan* OR 'nove
betacoronavirus' OR 'Novel Coronavirus' OR 'novel CoV' OR 'saBcR 'sars
cov19' OR 'sarsov19' OR sarscovl19 OR 'sarscov2' OR 'saBdR 'sargov2' OR
2 | 'sarscowv2' OR 'wrcov' OR wncov):ti,ab)
(((epidem* OR outbreak* OR pandem* OR wildlife*) NEAR/1 (china* OR chinese
3 | huanan*)):ti,ab)
((((respiratory AND (condition* OR disease* OR illness* OR symptom*)) OR 'fooc
market*' OR 'seafood market*') AND (china* OR chinese* OR huanattudd* OR
4 | wuhan*)):ti,ab)
5| OR/1-4
6 | (‘serodiagnosis'/exp OR 'serology'/exp)
(("19S Gamma Globulin' OR '7S Gamma Globulin' OR Allerglobuline OR IgA OR
7 | IgM OR Polyglobin OR Serodiagnos* OR Serologic*):ti,ab)
8 | OR/6-7
(‘delayeddiagnosis'/exp OR 'diagnosis'/de OR 'diagnostic procedure'/de OR
'differential diagnosis'/exp OR 'early diagnosis'/exp OR 'examination’/exp OR
'laboratory diagnosis'/exp OR 'physical examination'/exp OR 'qualitative
diagnosis'/exp OR 'quantitative diagnggexp OR 'screening’/exp OR 'symptom
9 | assessment'’/exp OR 'virus diagnosis'/exp)
((case* OR 'case finding' OR casefinding OR detect* OR diagnos* OR screen* O
10 | test*):ti,ab)
11| OR/9-10
12| 5 AND 8 AND 11
13 | [english]/lim
14|12 AND 13
15 | (Janimals]/lim NOT [humans]/lim)
16| 14 NOT 15
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17

(‘abstract report'/exp OR 'animal experiment'/exp OR 'book'/exp OR 'case finding
OR 'case report'/exp OR 'case study'/exp OR 'conference paper’/exp OR 'editorig
OR ‘feasibilitstudy'/exp OR 'in vitro study'/exp 'letter'/exp OR 'meta analysis'/exp
'meta analysis topic'/exp OR 'meta analysis (topic)'/exp OR 'note'/exp OR 'practic
guideline'/exp OR ‘review'/exp OR 'systematic review'/exp OR 'systematic review
topic'/exp OR 'sytematic review (topic)'/exp OR 'veterinary clinical trial'/exp OR
'veterinary study'/exp OR [conference abstract]/lim OR [conference paper]/lim OF
[conference review]/lim OR [editorial)/lim OR [letter]/lim OR [note]/lim OR [short
survey]/lim OR meta*analydi,ab OR (integrative NEAR/5 research NEAR/5
review*):ti,ab OR (methodologic* NEAR/5 overview*):ti,ab OR (methodologic*
NEARY/5 review*):ti,ab OR (quantitativ* NEAR/5 overview*):ti,ab OR (quantitativ*
NEARY/5 review*):ti,ab OR (quantitativ* NEAR/5 synthjdsab OR (research NEAR/"
integration):ti,ab OR (systematic* NEAR/5 overview*):ti,ab OR (systematic* NEA
review*):ti,ab)

18

16 NOT 17

19

(([01-08-2022)/sd NOT [0D9-2022]/sd) AND [2022022]/py)

20

18 AND 19

CochrangSerology)
SEARCH DAT®HY/ 01/2023

Set #

Search Strategy

(MeSH descriptor: [COWID] explode all trees OR MeSH descriptor: [SBR&]
explode all trees)

(("2019 novel" OR "201Acov" OR 2019ncov OR corvid19 OR "cet@tOR cov19
OR covid19 OR covid2019 OR "covid 2019" OR “t8ViOR "hcon 9" OR hcov19
OR ncorona* OR ncorono* OR-¢ov" OR "nco2019" OR ncov OR ncov2019 OR
ncovchina* OR ncovchines@&R ncovhubei* OR ncovor OR ncovwuhan* OR "nove
betacoronavirus" OR "Novel Coronavirus" OR "novel CoV" OR "sd&tOR "sars
cov19" OR "sarsow19" OR sarscov19 OR "sarscov2" OR "sa3tOR "sarsov2"
OR "sargov2" OR "wnrcov" OR wncov):ti,ab)

(((epidem* OR outbreak* OR pandem* OR wildlife*) NEAR/1 (china* OR chinese
huanan*)):ti,ab)

((((respiratory AND (condition* OR disease* OR illness* OR symptom*)) OR "foo
market*" OR "seafood market*') AND (china* OR chinese* OR huanaiiu®ét* OR
wuhan)):ti,ab)

OR/1-4

MeSH descriptor: [COWD® Testing] explode all trees OR MeSH descriptor:
[Immunoglobulin A] explode all trees OR MeSH descriptor: [Immunoglobulin G]
explode all trees OR MeSH descripfommunoglobulin M] explode all trees OR Me¢
descriptor: [Serologic Tests] explode all trees OR MeSH descriptor: [Serology] e
all trees
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("19S Gamma Globulin” OR "7S Gamma Globulin” OR AllerglobiingA OR IgG O

IgM OR Polyglobin OR Serodiagnos* OR Serologic*):ti,ab

OR/6-7

© |00 |~

MeSH descriptor: [Delayed Diagnosis] explode all trees

10

MeSH descriptor: [Diagnosis] this term only

11

MeSH descriptor: [Diagnosis, Differential] explodéra#s

12

MeSH descriptor: [Diagnostic Techniques and Procedures] explode all trees

13

MeSH descriptor: [Early Diagnosis] explode all trees

14

Any MeSH descriptor in all MeSH products and with qualifier(s): [diagiidgis

15

case* OR "case finding" OR casefinding OR detect* OR diagnos* OR screen* OF

16

OR/915

17

5 AND 8 AND 19

18

August 131, 2022

19

17 AND 18

Search Strategy Modification

(((respiratory[tiab] AND (condition*[tiab] OR disease*[tiab] OR illness*[tiab] OR symptom*[tiab]))

Pubmed

("COVIBEL9"[Mesh] OR "SARSoV2"[Mesh])

("2019 novel*"[tiab]OR "2019cov"[tiab] OR 2019ncov[tiab] OR covid19[tiab] OR

covid2019[tiab] OR "covid 2019"[tiab] OR "cet®@'[tiab] OR "hcox 9"[tiab] OR

hcov19[tiab] OR "rtov"[tiab] OR "ncox2019"[tiab] OR ncov[tiab] OR ncov2019[tiab]
OR "novel betacoronavirus"[tiab]RD"Novel Coronavirus"[tiab] OR "novel CoV"[tiab]
OR "sargov19"[tiab] OR "sarsow19"[tiab] OR sarscov19[tiab] OR "sarscov2"[tiab]

OR "sarsco®"[tiab] OR "sarsov2"[tiab] OR "sarsow-2"[tiab])

((epidem*[tiab] OR outbreak*[tiab] OR pandem*[tiab] OR wildlife*[tiab]) AND
(china*[tiab] OR chinese*[tiab] OR huanan*[tiab]))

"food market*'[tiab] OR "seafood market*"[tiab]) AND (china*[tiab] OR chinese*[tiab] OR
huanan*[tiab] OR hubei*[tiab] OR wuhan*[tiab]))

Embase

(‘coronavirus disease 2019'/exp OR 'Severe acute respiratory syndrome coronavi

2'lexp)

(('2019 novel* OR '20xAcov' OR 2019ncov OR corvid19 OR 'cat9dOR covl9 OR

covid1l9 OR covid2019 OR 'covid 2019' OR 'é®/i®OR 'hcondl9' OR hcovl9 OR
ncorona* OR ncorono* OR-tov' OR 'ncoy2019' OR ncov OR ncov2019 OR
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ncovchina* OR ncovchinese* OR ncovhubei* OR ncovor OR ncovwuhan* OR 'no
betacoronavirus' OR ‘Novel Coronavirus' OR 'novel CoV' OR 'saB@R 'sars
cov19' OR 'sarsov-19' OR sarscovl9 OR 'sarscov?' OR 'saf5d0R 'sargov2' OR
'sarscov2' ORwn-cov' OR wncov):ti,ab)

(((epidem* OR outbreak* OR pandem* OR wildlife*) NEAR/1 (china* OR chinese?
huanant)):ti,ab)

((((respiratory NEAR/2 (condition* OR disease* OR illness* OR symptom*)) OR ‘food market* O
'seafood market*') NEAR/10 (china* OR chinese* OR huanan* OR hubei* OR wuhan*)):ti,ab)
Cochrane

(MeSH descriptor: [COUI] explode all trees OR MeSH descriptor: [SBRE&]
explode all trees)

(('2019 novel* OR '20%Acov' OR 2019ncov OR corvid19 OR 'cet®9idOR covl9 OR
covid19 OR covid2019 OR 'covid 2019' OR '€8/i®OR 'hcovl9' OR hcovl9 OR
ncorona* OR ncorono* OR-tov' OR 'nco2019' OR ncov OR ncov2019 OR
ncovchina* OR ncovchines&R ncovhubei* OR ncovor OR ncovwuhan* OR 'novel
betacoronavirus' OR 'Novel Coronavirus' OR 'novel CoV' OR 'saB5¢oR 'sars
covl19' OR 'sarsov-19' OR sarscovl19 OR 'sarscov?' OR 'sa3d0R 'sargov2' OR
'sarscov-2' OR 'whcov' OR wncov):ti,ab)

(((epidem* OR outbreak* OR pandem* OR wildlife*) NEAR/1 (china* OR chinese?
huanan*)):ti,ab)

((((respiratory NEAR/2 (condition* OR disease* OR illness* OR symptom*)) OR 'food market* O
'seafood market*') NEAR/10 (china* OR chinese* OR huanan* OR hubei* OR wuhan*)):ti,ab)
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Table s3QUADAR Risk of Bias Assessment (for test accuracy studies)

NC PO EET detient s.election Index test Risk of bias Ref'erence standard Ris FIon and timing Risk
Risk of bias of bias of bias

1. Al Haddad 2021

2. Ali 2022

3. Aoki 2021

4. Bal 2021

5. Bond 2021

6. Boum 2021

7. Bryan 2020

8. Buchholtz 2021

9. Bundschuh 2020

10. Buntinx 2020

11. Butterfield 2021

12. Catry 2021

13. Caturegli 2020

14. Chamkhi 2022

15. | Chansaenroj 2021

16. Charlton 2020
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17. Charpentier 2020

18. Chen 2020

19. Chew 2020

20. Choe 2020 Unclear

21. Choi 2022

22. Cobb 2022

24. Cota 2020

25. Cs 2021

26. Delliere 2020 Unclear

27. Dortet 2020

28. Egger 2020

29. Escribano 2020

30. Favresse 2021

31. Fischer 2021

32. Florin 2021

33. Fujigaki 2020

34, Gebrecherkos 2022

35. Grossberg 2021

36. Guedezl.6pez 2020
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37. Harley 2020 Unclear

38. Harrington 2021

39. Hibino 2022

40. Higgins 2021

41. Horber 2020

42. Hubbard 2021

43, Huber 2021

44, Huyghe 2020

45, Igawa 2021

46. Imai 2020

47. Infantino 2020

48, Interiano 2021

49, Jacot 2021

50. Jugwanth 2022

51. Jung 2020

52. Kim 2022

53. Kittel 2021

54, Kohmer 2020

55. Kubota 2021

56. Kulkarni 2021
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57. Lin 2021

58. Liu 2020

59. Lokida 2022

60. Lou2020

61. Maine 2020

62. Maine 2022

63. Mairesse 2020

64. Mallon 2021

65. Manalac 2020

66. Marlet 2020

67. Martinaud 2020

68. Meng2020

69. Merrill 2020

70. Montesinos 2020

71. Nakano 2021

72. Narasimhan 2021

73. Nicholson 2021

74. Nilles 2021

75. Nilsson 2021

76. Ong 2020
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77. Ou 2021

78. Ozturk 2021

79. Paiva 2021

80. Pallett 2021

81. Pecoraro 2021

82. Pegoraro 2021

83. PérezGarcia 2020

84. PérezGarcia 2021

85. Plaga 2021

86. Prazuck 2020

87. Puschel 2021

88. Qiu 2020

89. Rostamzadeh 2021

0. Saluzzo 2021

91. SYSNJ HAHH

92. Serrano 2020

93. SerreMiranda 2021

94. Shen 2020

95. Sisay 2021

96. Soleimani 2021
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97. Stein 2021

98. Suhandynata 2020

99. Tan 2020

100. | Tan 2021

101. | Tang 2020

102. | Tanis 2021

103. | Theel 2020

104. | Therrien 2021

105. | Traugott 2020

106. | TréHardy 2021

107. | Turbett 2020

108. | Van Elslande 2020

109. | Van Elslande 2022

110. | VauloupFellous 2021

111. | Velay 2020

112. | Wakita 2021

113. | Wehrhahn 2021

114. | Whitman 2020

115. | Wolf2020

116. | Wolff 2020
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117. | Yamamoto 2022

118. | Yang 2020

119. | Yang 2021

120. | Yassine 2021

121. | Yun 2021

122. | Zervou 2021
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Table s4ROBIN$ Risk of Bias Assessment (for-test accuracy comparative studies)

. Bias due to L
.. . Bias in o L Bias in
: Bias in selection of e deviations . Bias in .
0 Bias due to . . classification Bias due to selection of
N Author year _ participants into from . measurement
confounding of ) missing data the reported
the study : . intended of outcomes
interventions | . . result
interventions

1. | Addetia 2020 Serious ‘
2. Aldridge 2022 Serious ‘ Moderate
3. Ali 2021 ‘
4, Anand 2022 Serious ‘ Moderate
8. Gilbert, 2021 ‘
9. Hanrath 2020 ‘ Moderate
10. | Henge 2022 ‘ Moderate
11. | Lumley 2021 ‘ Moderate
12. | McGee 2022 Serious ‘ Moderate
13. | Murt 2022 ‘
14. | Ollila 2022 Moderate Serious ‘
15. | Patnaik 2022 Serious ‘ Moderate



https://pubmed.ncbi.nlm.nih.gov/?term=Bergwerk%20M%5BAuthor%5D
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Table s5Characteristics of the included test accuracy studies

Study

Patient with COVIEL9

Control group (if applicable)

Serology Assay(s)

Reference Standard

Author, year:Al
Haddad 202[1]

Country:Lebanon

Study DesignCase
Control

Total Number of patients127

Patient selectionwe collected 73 sera
from patients who were diagnosed with
Covid19 by RIPCR.

Age:mean 54
Gender (Y%ofemalelNR

Patient selectionOf the latter,
54 were random anonymous
control samples that originated
from donors who had donated
blood at our blood bank before
July 2019. To assess the cros;
reaction of any viruses or
autoimmune diseases with the
assays being studied.

Age:mean 49

Gender (%female)NR

Test name 1Maglumi
Platform: CLIA
EUA certifiedYes

CE certifiedYes

Test name 2Abbott CoV

2 1gG (ARCHITECT)
Platform: CMIA
EUA certifiedYes

CE certifiedYes

Referencewe
collected 73 sera from
patients who were
diagnosed with Covid
19 by RIPCR.

Author, year:Ali
20272]

Country:Libya

Study DesignCase
Control

Total Number of patients95

Patient selectionThe research was
carried out at Sebha University, Faculty
of Science from June 4th to August 28t
2020, with a total of 95 patients,
including 67 COVHDI patients recorded
at Respiratory Clinic, Sebha, Libya.
Positive results for COVI® were
confirmedas those obtained through
real time (RTPCR detection

Age:NR
Gender (%ofemale)s4%

Patient selection28 healthy
people were chosen as contro

Age:NR
Gender (%female)75%

Test nameSTANDARD Q

Platform: RCIA
EUA certifiedYes

CE certifiedYes

References7 COVID
19 patients recorded
at Respiratory Clinic,
Sebha, Libya. Positive
results for COVH29
were confirmed as
those obtained
through real time (RT)
PCR detection
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Collection start date6/4/2020
Collection end date8/28/2020

Author, year:Aoki
20213]

Country:Japan

Study DesignCase
Control

Total Number of patients754

Patient selectionin total, 206 samples
from 70 cases, including multiple
samples available from 32 cases, were
collected at Toho University Omori
Medical Center and the National
Hospital Organization Tokyo Medical
Center

Age:NR
Gender (%female)NR
Collection start date3/1/2020

Collection end date5/1/2020

Patient selectionWe used
three groups of samples for
specificity evaluation. The first
group comprised 166 samples
from 109 cases of suspected
COVIBEL9 judged to have a virg
load below the LOD of FACR
for SAR€0V2. These sampleg
were collected at Toho
University OmorMedical
Center

Age:NR
Gender (%femaleNR

Test nameAbbott CoV2
IgG (ARCHITECT)

Platform: CMIA
EUA certifiedYes

CE certifiedYes

ReferenceThese
samples were
confirmed as positive
for SARE0V2 by RT
PCR.

Author, year:Bal
20214]

Country:France

Study DesignCase
Control

Total Number of patients: 87

Patient selection:A prospective
longitudinal cohort study wasonducted
at the laboratory associated with the
National reference center for respirator
viruses (University Hospital of Lyon,
France) (21). Healthcare workers (HCV,
with symptoms suggesting a SABGSV2
infection requiring a RPPCR test were
included

Patient selection69
prepandemic sera (collected
between April and July 2019)
from 30 healthy volunteers
(52% females, median age of
28y, interquartile range (IQR)
21¢34), 30 patients with
autoimmune disorders, and 9
patients with a positive
serological result for M.
pneumonia.

Test name 1Wantai
Platform: ELISA
EUA certifiedYes

CE certifiedYes

Test name 2Abbott CoV

2 1gG (ARCHITECT)
Platform: CMIA
EUA certifiedYes

Referencefor each
test, the clinical
sensitivity was
estimated weekly after
symptom onset
considering SARSoV
2 RTPCR results as th
goldstandard.
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Age:NR
Gender (%female)NR

Age:NR
Gender (%femaleNR

CE certifiedYes

Test name 3Bio-Rad
Platelia

Platform: ELISA
EUA certifiedYes

CE certified¥es

Author, year:Bond
20215]

Country:Australia

Study DesignCase
Control

Total Number of patients362

Patient selection131 SARE0oV2 RT
PCR positive patients

Age:NR
Gender (%femaleNR
Collection start date4/27/2020

Collection end date10/29/2020

Patient selection200 pre
pandemic samples; and 31
potentially crosseactive sera
collected from patients with
other acute infections collecteg

before December 2019
Age:NR
Gender (%femaleNR

Test nameAbbott CoW2
IgG (ARCHITECT)

Platform: CMIA
EUA certifiedYes

CE certifiedYes

ReferenceSARE o0V
2 RNA was detected
by at least two of
three assays,
specifically the
Coronavirus Typing
assay(AusDiagnostics,
Australia), Respiratory/
Pathogens 12vell
assay
(AusDiagnostics), the
Xpert Xpress SARS
CoV2 (Cepheid, USA)
or an inhouse real
time assay
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Author, year:Boum
20216]

Country:Cameroon

Study DesignCase
Control

Total Number of patients447

Patient selectionin this clinical,
prospective, diagnostic accuracy study
we evaluated the performance
characteristics of five SAR®V2 rapid
diagnostic tests in two groups of
Cameroonian adult participants: 570
(48%) symptomatic individuals
suspected of having SARSV2 or
already on treatment and 625 (52%)
asymptomatic individuals presenting fo
voluntary SARE0V2 screening or
referred for testing through contact
tracing. 347 (29%) tested SAR8\V2
PCRpositive.

Age:NR
Gender(%female):NR
Collection start date6/2/2020
Collection end date8/20/2020

Patient selectionistorical
samples collected and stored |
years before the pandemic

Age:NR

Gender (Y%ofemale)NR

Test nameinnovita
Platform: LFIA
EUA certifiedNo

CE certifiedYes

Referencegold
standard PCR testing

Author, year:Bryan
20247]

Country:United
States

Study DesignCase
Control

Total Number of patients125

Patient selectionTo determine assay
sensitivity, we used serum specimens
from a series of 125 patients who teste
RTFPCR positive for SARSV2 and for
whom 689 excess serum specimens
comprising 415 unique patient follcup
days were available. The vast majority
thesepatients were hospitalized at the

Patient selectionTo

determine assay specificity, w¢
used 1,020 deidentified serum
specimens from 1,010 differen
individuals sent to our
laboratory for herpes simplex
virus (HSV) Western blot
serology in 2018 and 2019,
before SARE0V2 was

Test nameAbbott CoV2
IgG (ARCHITECT)

Platform: CMIA
EUA certifiedYes
CE certified¥Yes

ReferenceTo
determine assay
sensitivity, we used
serum specimens fron
a series of 125
patients who tested
RTPCRpositive for
SARE0V2
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University of Washington Medical
CentecNorthwest Campus in Seattle,
WA, between March and April 2020.

Age:range 26>90

Gender (%female}42
Collection start date3/1/2020
Collection end date4/1/2020

thought to be circulating in
Washington

Age:NR
Gender (%femaleNR

Author, year:
Buchholtz 202[8]

Country:Germany

Study DesignCase
Control

Total Number of patients267

Patient selectionPCRoositive clinical
cohort: Samples from 29 patients,
admitted to the hospital of LMU Munich
with acute COVIR19 confirmed by
positive PCR were collected over time
from leftover material of samples
submitted to our Institute for routine
laboratory diagnostics

Age:median 71
Gender (%female)28.50%

Patient selectionPreCOVID
19 cohort: Samples from 238
healthy preCOVIBL9 subjects
were collected from 04/2016
until 10/2019 as part of the
Munich Study on Biomarker
Reference Values

Age:range 1880
Gender (Y%ofemaleNR

Test name 1Euroimmun
Platform: ELISA
EUA certifiedYes

CE certifiedYes

Test name 2Roche
Elecsys

Platform: ECLIA
EUA certifiedYes

CE certifiedYes

ReferenceCOVIBL9
confirmed by positive
PCR were collected
over time

Author, year:
Bundschuh 2020]

Total Number of patients264

Patient selection64 patients (53 males
11 females) with SARSOV2 RTPCR

Patient selection:cohort of
200 healthy blood donors

Test nameEDI

Platform: ELISA

ReferenceSARS oV
2 RTPCR confirmed
COVIBEL9 with serial
blood samples at
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Country:Austria

Study DesignCase
Control

confirmed COVIR9 with serial blood
samples

Age:Median: 65 years
Gender(%female):17.20%
Collection start date:3/15/2020
Collection end date4/10/2020

Age:NR
Gender (%femaleNR

EUA certifiedNo
CE certified¥es

different time points
from symptom onset

10. | Author, year: Total Number of patients289 Patient selection:103 control | Test nameSureScreen | ReferenceRFPCR
Buntinx 202(10] _ _ . samples as described tests were performed
Patient selectionhe total population . Platform: LFIA .
, , _ _ previously (Table 1) [10,11]. by locallaboratories in
Country:Belgium consisted of 130 nursing honmesidents o .
. EUA certifiedNo accordance with the
_ and 112 staff members. Some resident Age:NR -
Study DesignCase . -~ WHO guide lines on
were not tested because at the time of CE certifiedYes
Control . , . .| Gender (%femaleNR nasopharyngeal swab
the sampling they were either in hospit
d d sampled by the GP or
or deceased. the CRA
Age:The mean age is 86 years.
Gender (%femalelNR
Collection start date4/14/2020
Collection end date4/16/2020
11. | Author, year: Total Number of patients159 Patient selectionResidual Test nameAbbott CoV2 | ReferenceSamples

Butterfield 202111]
Country:Jamaica

Study DesignCase
Control

Patient selection42 blood samples
collected in tubes without coagulant
were obtained from 37 consenting
persons (5 persons were sampled at tw
different time points) testing SARSV

2 reattime PCR positive at the Jamaic3

2018;2019 serum samples
from 122 different patients ang
testing positive for antibodies
to a wide range of viral
infections or from healthy
donors were identified from
the University of the West

IlgM (ARCHITECT)
Platform: CMIA
EUA certifiedYes
CE certifiedYes

were collected §103
days after disease
onsetfor symptomatic
persons and 2€69
days after a positive
reattime PCR test for
asymptomatic persons




IDSA Guidelines on the Diagnosis of C&@t[5erologic Testing
Supplementary Materials

National Influenza Centre using the
Corman et al. method

Age:NR
Gender (%female)NR

Indies Virology Laboratory to
assess diagnostic specificity.

Age:NR
Gender (%femaleNR

12. | Author, year:Catry | Patient selectionat CHU UCL Namur | Patient selection'SARE0V2- | Test nameAbbott CoV2 | Referenceronfirmed
202112] hospital during the COVII® pandemic. | negative control sera were IgG (ARCHITECT) positive for COVIH29
Countrv-Belai All individualsconsidered in this study | thawed from a collection Platform: CLIA infection by RIgPCR

ountry-Belgium were confirmed positive for COIY A02NBR 0 bHn atiorm. targeting SARS0V2
Study DesignCase | infection by RIGPCR targeting SARS | 2020 (preceding COHI® EUA certifiedNo (AllplexTM 2019hCoV
Control CoV2 (AllplexTM 2018 CoV Assay, outbreak in Belgium). A total o - Assay, Seegene)
Seegene) performed on nasopharynge| 90 sera from immune or CE certifiedYes
swab samples and admitted in our infected patients with positive
hospital. Ab for various viruses
Age:NA Age:NA
Gender (%female)NA Gender (%female)NA
Collection start date3/18/2020
Collection end date5/1/2020
13. | Author, year: Total Number of patients876 Patient selectionThe 513 Test nameEuroimmun Referenceusing NAAT

Caturegli 202[13]
Country:USA

Study DesignCase
Control

Patient selection:308 obtained
longitudinally from 60 COVALR case
patients

Age:59 (4&70)
Gender(%female):18%

persons in the laboratory
control group were 160 healthy
laboratory employees and 353
patients with a polyclonal
activation of the antibody
response (28). The latter subs
was composed of 101 persons

Platform: ELISA
EUA certifiedYes

CE certifiedYes

of nasopharyngeal
swab
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Collection start date3/11/2020
Collection end date4/12/2020

positive for IgG antibodies
against EpsteitBa

Age:NR
Gender (%femaleNR

14. | Author, year: Total Number of patients701 Patient selectionPre- Test name¥Vidas Reference:
Chamkhi 202 4] , _ _ pandemic serum samples wer{ BioMerieux Nasopharyngeal
Patient selection443 patients . . .
. o . obtained in 2018 from 108 sampling for RFPCR
Country:Tunisia hospitalized for moderate to critical . Platform: FEIA .
_ healthy subjects. Controls wer testing wagperformed
_ COVIBEL9 in the pulmonology, COUID . . .
Study DesignCase : : : adult blood donors matched in| EUA certifiedYes for all patients. In
(temporary) and intensive care unit (IC . . . .
Control d ¢ ts of Charles Nicolle Hospit age, gender, and ethnicity with - patients with a
. e_?ar .men S0 aries Nicolle HosPa he covimg patients. CE certifiedYes negative RIPCR
N Tunis Ethnicity (Tunisian) of both result, chest
Age:mean 60.59 * 16.29 years patients and controls was computerized
. . determined by an oral suey tomography (CT) scan
Gender (%female)43.60% was carried out.
) Age:NR
Collection start date:3/1/2020
_ Gender (Y%ofemaleNR
Collection end date4/1/2021
15. | Author, year: Total Number of patientsNR Patient selectionNR Test name 1STANDARD | ReferenceSARE 0V

Chansaenroj
202115]

Country: Thailand

Study DesignCase
Control

Patient selection:Samples from all 245
patients (138 from the National Blood
Center, 107 from Bangkok Metropolitar
AdministrationHospital) were obtained
during the period between COVI®
symptom onset and serum sample
acquisition for serology testing

Age:NR
Gender (Y%ofemaleNR

Q
Platform: RCIA

EUA certifiedYes

CE certifiedYes

2 infection had been
confrmed via reatime
RTFPCR of nasal swab
specimens or who hadg
a previous SARGoV
2-positive diagnostic
test result in their
medical record from
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Age:NR
Gender (%female)NR
Collection start date:3/1/2020

Collection end date10/1/2020

Test name 2: Abbott CoV,|
2 1gG (ARCHITECT)

Platform: CMIA
EUA certified: Yes

CE certified: Yes

the hospital and publig
health center

16. | Author, year: Total Number of patients78 Patient selectionNegative Test name 1lnnovita ReferenceTo develop
Charlton 202(16] _ _ samples were retrieved from a panel of positive
Patient selection:To develop a panel of| | . Platform: LFIA .
Countrv-Canad i ¢ tients with COVID bio-banked sera stored at the sera from patients
ountry.L-anada positive sera from patients wi public health laboratory EUA ceriifiedNo with COVIBEL9, serum
_ 19, serum samples were collected from . .
Study DesignCase hospitalized patients confirmed to be (Alberta Precision Laboratorie N samples were
Control P! P in Alberta collected before 1 | CE certifiedYes collected from
positive for SARS0V2 upon e .
November 2019 hospitalized patients
nasopharyngeal swab or endotracheal .
irate testing by IRPCR Age:NR confirmed to be
aspirate testing by 1 ' ge: Test name 2Roche positive for SARS0OV
Age:median 73 Gender (%femaleNR Elecsys 2 upon
Platform: ECLIA nasopharyngeal swab
Gender (%female}s3 or endotracheal
EUAcertified: Yes aspirate testing by
CE certified¥es FRFPCR.
17. | Author, year: Total Number of patients262 Patient selectionWe Test nameAbbott CoV2 | Referenceconfirmed

Charpentier 202[17]
Country:France

Study DesignCase
Control

Patient selectioncollected in the
Virology Laboratory of Bichatlaude
Bernard and Saidtouis University
Hospitals both in Paris, France.Eighty
eight serum samples were collected

constituted a negative panel o
120 sera, all collected before

November 2019, to assess the
specificity

Age:NA

IgG (ARCHITECT)
Platform: CMIA
EUA certifiedYes

CE certifiedYes

COVIEL9 diagnosis by
a positive

nasopharyngeal
sample RPCR.




IDSA Guidelines on the Diagnosis of C&@t[5erologic Testing
Supplementary Materials

from 54 patients with a confirmed
COVIEL9 diagnosis

Age:Median 52 (range: 280)
Gender (%female)30.70%

Gender (%female)NA

18. | Author, year:Chen | Total Number of patients267 Patient selection:194 control | Test name 1Abbott CoV | ReferencegRFPCR
202018] ) ) serum samples to evaluate thg 2 IgG (ARCHITECT) confirmed COVI29
Patient selection‘A total of 346 serum L : . .
: . crossreactivity and diagnostic patients
Country: Taiwan samples were obtained from the 74 e . . . Platform: CLIA
, _ specificity of the five antibody
) patients with COVIR9 (the number of L ) .
Study DesignCase . o tests in this study: 70 from EUA certifiedYes
samples obtained from each individual o ) :
Control tient df 110 38 les: hospitalized patients with an .
patientranged from L 10 36 Sampi€s, | -\ te respiratory infection CE certifiedYes
median, 4 samples) at different time , . . PRV
ints during the di o!wLvLvL @gK2 U0Safg
points during the disease course times using SARSOV2 qRT
Age:38.5 + 16.2 PCR a Test name 2Roche
Elecsys
Gender (Y%female44.60% Age:NA
Platform: ECLIA
Collection start date1/23/2020 Gender (%female)NA 3
EUA certifiediYes
Collection end date5/31/2020 -~
CE certifiedYes
19. | Author, year:Chew | Total Number of patients340 Patient selection:163 non Test nameAbbott CoV2 | ReferencePatients

202(q19]
Country:Singapore

Study DesignCase
Control

Patient selection177- We
prospectively identified confirmed
COVIBL9 patients presenting at and
admitted to our institution from 30th
March 2020 tal5th May 2020. Patients
were selected on the basis of a positive
SARE0V2 rRTPCR from a respiratory
sample.

COVIBL9 patients, Negative
controls were samples taken
from patients prior to
December 2019

Age:NR
Gender (%femaleNR

lgG (ARCHITECT)
Platform: CMIA
EUA certifiedYes

CE certifiedYes

were selected on the
basis of gositive
SARE0V2 rRTPCR
from a respiratory
sample
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Age:NR

Gender (%female)NR
Collection start date3/30/2020
Collection end date5/15/2020

20.

Author, year:Choe
202720]

Country:Korea

Study DesignCross
sectional study

Total Number of patients149

Patient selection:70- Participants in
this study were divided into two groups
GK2aS 6AGK LI2aArdAaly
findings for SARS CoV2. The positive
RTPCR group comprised patients bein
treated in the quarantine ward of our
hospital after confirming infection with
/ h = L 5 m-Mje ®egatide RTPCR
group contained subjects with agative
NEBadzZ & 200K AYySR 2\
for COVIELY.

Age:67.9 £ 15.6

Gender (%female)s7.10%
Collection start date3/20/2020
Collection end date4/8/2020

Patient selectionNA
Age:NA

Gender (%female)NA

Test namePCL
Platform: RCIA
EUAcertified: No

CE certifiedYes

Referencew ¢ 11t /
a reference assay

21.

Author, year:Choi
202721]

Country:South
Korea

Total Number of patients988

Patient selection:199 COVIEL9-positive
patients confirmed using RACR
between March and November 2020

Patient selection587
COVID1%egative patients
with no history of COVHR9 or
any epidemiological
relationship with COVHR29

Test name 1STANDARD
Q

Platform: LFIA
EUA certifiedNo

Referenceronfirmed
using RIPCR
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Study DesignCase
Control

Age:median age (IQR), 56 (&&) years
Gender(%female):60%
Collection start date:3/1/2020

Collection end date11/1/2020

between June 2019 and
October 2020

Age:median age (IQR), 54 @8
68) years

Gender (%female)s2%

CE certifiedYes

Test name 2Abbott CoV
2 1gG (ARCHITECT)

Platform: CMIA
EUA certifiedYes

CE certified¥es

Test name 3Siemens
ADVIA Centaur

Platform: CLIA
EUA certifiedYes
CE certified¥es

22.

Author, year:Cobb
202722]

Country:USA

Study DesignCase
Control

Total Number of patients244

Patient selectionThis study was
approved by the Washington University
Institutional Review Board. All
specimens were clinical remnants
collected in EDTA plasma tubes. One
hundred twenty specimens were from
patients presenting symptomatic and
confirmed positive for COVAL® by EUA
Cepheid Xpert Xpress SAB®/2 test

Age:64.8 years (range 490)

Patient selection77
specimens from patients
confirmed negative by EUA
Cepheid Xpert Xpress SARS
CoV2 test and clinically
adjudicated as nonCOVI®
patients, and 47 prepandemic
specimens were used.

Age:NR
Gender (%femaleNR

Test name ADEXUSDXx
Platform: LFA

EUA certifiedYes

CE certifiedYes

Referenceconfirmed
positive for COVH29
by EUA Cepheid Xper
Xpress SARS0oV2

test
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Gender (%female)42%

23. | Author, year: Total Number of patients107 Patient selection:Specificity of | Test name ALLTEST ReferenceRTPCR
Conklin 202{23] _ _ _ LFAs was assessed with 60 positive for SARS0V
Patient selectionTo determine the . Platform: LFIA
ny . . samples from prepandemic 2
Country: sensitivity of antibody testing by . . N .
_ _ _ _ time points of individuals EUA certifiedYes
. duration of infection, plasma specimen .
Study Design: obtained from individuals with known known to be uninfected by ifi
' | SARTOV2 . These samples | CE certifiedyes
date of symptom onset who had serial .
: came from a study of patients
specimens were tested. Samples (n = .
o presenting to the Johns
272) came from 47 hospitalized SARS . .
, _ Hopkins Hospital Emergency
CoVf2 RTPCRconfirmed patients and .
. . Department with symptoms of
were used to determine the sensitivity . : .
. . . a respiratory infection
by duration of infection for a subset of
SAR&0V2 pointof-care antibody test | Age:NR
kits evaluated.
Gender (Y%ofemale)NR
Age:62 (44- 80)
Gender (%female)38%
24. | Author, year:Cota Total Number of patients289 Patient selection:116 negative| Test nameEuroimmun ReferenceAll the

202(24]
Country:Brazil

Study DesignCase
Control

Patient selectionThis panebased
study comprised 289 serum samples
from 173 symptomatic patients with
confirmed SARES0V2 infection

Age:Mean: 47.5 years
Gender (%ofemale)s2.60%
Collection start date4/21/2020
Collection end date6/10/2020

controls. The negative control
sera were all obtained before
January 2020, which marked
the introduction of the new
coronavirus in Brazil, from
patients with serological
markers for other infectious or
non-infectious diseases

Age:NR

Gender (%female)NR

Platform: ELISA
EUA certifiedYes

CE certifiedYes

cases (SARSoV2
positive) were
confirmed by RPPCR
testing of
nasopharyngeal or
oropharyngeal swabs
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25. | Author, year:Cs Total Number of patients381 Patient selection:Residual Test nameAbbott CoV2 | Referencetested
202125] i . i leftover sera were used in this| IgM (ARCHITECT) positive for SARSoV
Patient selectionin subjects who tested
. . study. Twehundred pre 2 on RIPCR
Country:Singapore | positive for SARS0VV2 on RTPCR from . Platform: CMIA
) _ pandemic samples from a staf
Study Desiane April to June 2020 were recruited as health screening (HS) progran EUA certifiedN
udy Lesignt-ase | cases (N=133) (see Fig. 1). 78 IRTCR . certinediNo
Control o in 2018 served as controls.
positive samples were repeat sample CE certified¥Yes
from 27 patients. Age:25to 85 mean: (47.2
12.7)
Age:26 to 98 mean: (51.817.7)
Gender (%female)79.10%
Gender (%female)18.80% (% ) ’
Collection start date4/1/2020
Collection end date6/1/2020
26. | Author, year: Total Number of patients144 Patient selectionNegative Test nameHealgen ReferenceSerum

Delliere 202(26]
Country:France

Study DesignCase
Control

Patient selection:Serum samples (n
106)were tested from 102 patients with
positive SAREOV2 RTPCR (Cobas
SARE0V2 test; Roche, Meylan, Franc
and at least 4 days (4 to 40; median, 14
after the onset of symptoms or positive
PCR for asymptomatic patients

Age:mean 52

Gender (%female)NR

samples tested (n 42) were
acquired during the
prepandemic period from
routine occupational health
patients with no known diseas
(n 14) or hospitalized patients
(n 28) with a previous
pulmonary infection with
endemic coronavirus or
rhinovirus

Age:NR

Gender (%female)NR

Platform: LFIA
EUA certifiedYes

CE certifiedYes

samples (n 106) were
tested from 102
patients with positive
SARE0OV2 RTPCR
(Cobas SARS0\2
test; Roche, Meylan,
France) and at least 4
days (4 to 40; median,
18) after the onset of
symptoms or positive
PCR for asymptomatiq
patients
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27. | Author, year:Dortet | Total Number of patients: 413 Patient selection‘A total of 50 | Test nameNGTEST Reference:
202027] i i samples were also collected tg Nasopharyngeal
Patient selection256 sera were N Platform: LFIA
: assess specificity: 24 sera samples (eSwabs
Country:France collected from 101 RIPCR confirmed . .
: i . collected from September EUA certifiedNo Virocult, Copan, Italy)
: patients during COVHD9 specific
Study DesignCase consultations or while patients were in October 2017, before the N were collected from al
Control h q tp X COVID pandemic, 4 from CE certifiedYes patients with COVID
€ emergency depariment. patients with respiratory 19 symptoms. Real
Age:median age was 58 years (IQR; 3§ symptoms that were RRIPCR time REPCR targeting
61) negative for SARSo\2 but RNAdependent RNA
. . positive for common coronavir polymerase and E
Gender (%female40.59% genes were used to
) Age:NA
Collection start date3/1/2020 detect the presence of
] Gender (%female)NA SARS0V2
Collection end date3/23/2020
28. | Author, year:Egger | Total Number of patients520 Patient selection200 Healthy | Test name 1EDI ReferenceRFPCR

202(28]
Country:Austria

Study DesignCase
Control

Patient selectionARSCoV2 RTPCR
confirmed COVIR9 patients with serial
bloodsamples (n = 104) at different tim
points from symptom onset

Age:NR

Gender (%female)NR

blood sample collected prior tc
COVIBLY9 in addition to 256
L/! LIGASyidaQ
collected prior to COVID19
outbreak

Age:NR

Gender (%female)NR

Platform: ELISA
EUA certifiedNo
CE certifiedYes

Test name 2Roche
Elecsys

Platform: ECLIA
EUA certifiedYes

CE certifiedYes

confirmed COVIR9
patients
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29. | Author, year: Total Number of patients65 Patient selectionNA Test nameAbbott Co¥2 | Referenceclassified
Escribano 202@9] _ . IgG (ARCHITECT) considering PCR
Patient selection:Cohort 1 (n = 65) Age:NA results on
Country:Spain included patients with clinical suspicion Gender (%f e WA Platform: CMIA nasopharyngeal
_ of active COVI29 who attended the ender (%femalelN .
Study DesignCohort EUA certifiediYes samples
emergency department on March 30,
2020. CE certifiedYes
Age:median age of 56 years
Gender (%female)40%
Collection start date3/15/2020
Collection end date4/15/2020
30. | Author, year: Total Number of patients237 Patient selectionb 2 y 1t { ! | Test name 1Euroimmun | Referenceh + L 5 11
Favresse 20330] Patient selection96 /| 2+ mHO YA SINIMNI MO Platform: ELISA patients confirmed
Countrv-Belaium atient selection: LR GSYGALE ONpa' arom LI2AAGADS T
y-Bel Age:mean age: 63 years {!'w{m/ 2+£mH A YY EUA certifiedYes H 0& wermt/
Study DesignCase were included in the specificity N
0, 0, .
Control Gender (%female)46.90% analysis CE certifiedYes
Collection start date3/21/2020 Age:NR Test name 2Roche
lecti Elecsys
Collection end date5/25/2020 Gender (%female)NR
Platform: ECLIA
EUA certifiediYes
CE certified¥es
31. | Author, year:Fischer| Total Number of patients278 Patient selection:168 Test name 1lnnovita ReferenceCases

202131]
Country:USA

Patient selectionPlasma samples from
subjects with confirmed, symptomatic

COVIELY infections (WLB50) were

archived, deidentified pre
pandemic samples from the U

Platform: LFIA

EUA certifiedYes

confirmed by RPPCR
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StudyDesign:Case
Control

collected at Barnegewish Hospital, an
affiliated teaching hospital of
WashingtonUniversity School of
Medicine.

Age:NR
Gender (%female)NR
Collection start date3/1/2020

Collection end date5/1/2020

(80 samples) and Africa (88
samples)

Age:NR
Gender (%femaleNR

CE certifiedYes

Test name 2Euroimmun
Platform: ELISA

EUA certifiediYes

CE certifiedYes

32. | Author, year:Florin | Total Number of patients146 Patient selectionspecificity Test nameSiemens CV2( Referencepatients
202132] i i o was evaluated using residual (median age 80 years
Patient selectionFor sensitivity, 175 . Platform: CLIA . .
. . . pre-pandemic serum with confirmed
Country:Belgium follow-up routine serum specimens fror . . .
o . i . specimens from healthy EUA certifiedYes detection of SARS
. 58 hospitalized patients with confirmed _
Study DesignCase . volunteers (n = 34) and rando N CoV2 RNA by RPCR
detection of SAREG0V2 RNA by RPCR . N . CE certifiedYes
Control patients (n = 22). In addition, on nasopharyngeal
on nasopharyngeal swab were . . .
specimens from patients with swab were measured
measured. : .
potential crossreacting
Age:median 80 antibodies, including
antinuclear antibodies (n = 5)
Gender (%female)NR
Age:NR
Gender (%femaleNR
33. | Author, year: Total Number of patients129 Patient selection100 serum | Test nameALLTEST ReferenceAll patients

Fujigaki 202[B3]

Country:Japan

Patient selection99 serum samples
collected from 29 patients diagnosed

samples collected from 100
healthy volunteers in 2017 as
negative controls.

Platform: LFIA

EUA certifiedNo

were confirmed as
COVIBL19 cases by RT|
PCR assay of
nasopharyngeal swab
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Study DesignCase
Control

with coronavirus disease 2019 (COVID
19)

Age:Mean: 50.7 years
Gender (%female)48%

CE certifiedYes

specimens at the time
of or prior to

admission.
Age:Mean: 52.9 years
Gender (%female)s1.70%
Collection start date2/28/2020
Collection end date4/15/2020
34. | Author, year: Total Number of patients252 Patient selectionFor Test name 1lnnovita ReferenceSAREC oV
Gebrecherkos Patient selectionTh ited determining specificity, RPCR Platform: LEIA 2infection was
202734] atient selec |on.. eY Were recruite negative specimens (n = 100) atiorm: confirmed by RPCR
from Mekelle University College of . . o .
oo ; were obtained during COVAD | EUA certifiedYes on samples obtained
Country:Ethiopia Health Sciences (Kuyha COYD .
Isolati d Treat t Cent 19 pandemic (August and N from nasopharyngeal
Study DesignCase | - o on @hd reaiment +en en. September 2020) from CE certifiedYes swabs, as described
Mekelle City, Northern Ethiopia, ina | . .. . .
Control ive fashi individuals not suspected of | Test name 2Roche previously
Prospeciive tashion SARS Co\2infection. In Elecsys
Age:median 33 addition, pregpandemic
specimens (n = 50) collected ij Platform: ECLIA
Gender (Y%female)23.50% 2017 »
EUAcertified: Yes
Collection start datei7/15/2020 .
Age:NR CE certifiedYes
Collection end date10/28/2020 Gender (%female)NR
35. | Author, year: Total Number of patients5229 Patient selection.COVIELY- Test nameVibrant ReferenceRTPCR
Grossberg 204 B5] negative (n = 296) patients. In confirmed

Country:USA

Study DesignCase
Control

Patient selectionRFPCRconfirmed
COVIBL9-positive

Age:NR

addition, serum samples from
healthy controls (n = 4502) an
nonCOVIEL9 disease controls
(n = 128) were also used whic

Platform: CLIA
EUA certifiedYes

CE certifiedNo
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Gender (%femalelNR

were collected prior to the
COVIRL9 outbreak.

Age:NA
Gender (%female)NA

36. | Author, year: Total Number of patients165 Patient selection20 serum Test nameSienna ReferenceRTFqPCR
Guedez opez Patient selection145 samples from 2018 included a Platform: LFIA has been considered
202036] atient selection. negative control atiorm- the reference for the

. : ified: evaluation of the ICT
Country:Spain Age:NA Age:NR EUA certifiediYes o asoays
0 O . .
Study DesignCase Gender (%female)s6.90% Gender (%femalelNR CE certifiedYes
Control Collection start date3/8/2020
Collection end date4/2/2020
37. | Author, year:Harley | Total Number of patients667 Patient selection:Two sources | Test nameAbbott Co¥2 | ReferenceA total of

202037]

Country:United
States

Study DesignCase
Control

Patient selectionA total of 103 residual
plasma samples were obtained from 62
patients with confirmed SARS0V2
infections (i.e., a positive SARS\/2
PCR diagnostic test); 50 samples were
obtained from 11 hospitalized patients
to observe dynamic antibody expressiq
(pseudoseroconversion), and 53
additional samples were obtained from
51 unique patients at a single time poir
after confirmed SARSo\2 infection.

Age:NR

of pre-COVIBL9 samples were
used: (i) 30 plasma samples
donated to a Wisconsin tissue
bank between April 2015 and
September 2019, 16 of which
were obtained from cord
blood, and (ii) 534 plasma
samples from patients
presenting to a Southern
California emergency
department collected in June
2020.

Age:unclear

1gG (Alinity)
Platform: CMIA
EUA certifiedYes

CE certifiedYes

103 residual plasma
samples were
obtained from 62
patients with
confirmed SARSo0\2
infections (i.e., a
positive SARE0V2
PCR diagnostic test)
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Gender (%femalelNR
Collection start date4/1/2015

Collection end date9/1/2019

Gender (%ofemale)NR

38. | Author, year: Total Number of patients91 Patient selection’A panel of 50| Test name 1Abbott CoV | Referencefor the
Harrington 202]38] _ _ prepandemic serum samples | 2 1gG (ARCHITECT) sensitivity calculations
Patient selection:A total sample set of
) : collected July to September a larger sample set
Country:United 388 samples from 41 patients was . Platform: CMIA . e
: . : 2018 was tested as negative wasidentified by
Kingdom available for testing. These samples . . .
controls EUA certifiedYes crossmatching a list of
Study DesignCase were taken between March and June current inpatients in
Control 202:).San:ple collecitlon da(';e1 120 Age:NR CE certifiedYes our hospital trust who
SOS Symptom onset range ° Gender (%female)NR were admitted 7 to 14
ays days previously
Age:Mean: 65 years Test name 2Roche against a list of all
Gender (Yfemale)3.90% Elecsys confirmed COVIR9
ender (%female)43.90% ,
Platform: ECLIA patients
Collection start date3/1/2020 -
EUA certifiediYes
Collection end date5/1/2020 -
CE certifiedYes
39. | Author, year:Hibino | Total Number of patients2014 Patient selection/As negative | Test name 1Abbott CoV | ReferenceThe

202239]
Country:Japan

Study DesignCase
Control

Patient selectionWe collected and
tested 1282 serum samples from 286
patients with COVI9 during
hospitalization and outpatient followp,
and 227 patients had sequential sampl
available. Thus, the analysis was
performed on samples collected from

these 227 patients (¥ 1154), excluding

controls, we used surplus
serum samples that were
collected during the annual
medical checkups of medical
staff at Shonan Fujisawa
Tokushukai Hospital to
determine the validity of the
assays. The checkups were

2 IgM (ARCHITECT)
Platform: CMIA
EUA certifiedYes

CE certifiedYes

standard test for
diagnosing acute
phase SARSoV2
infection is a genetic
test that detects
SARSCoe¥ RNA by
reverse transcription
polymerase chain
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duplicate samples collected from the
same patient during the same time
period

Age:66 (5177)

Gender (%female)48%
Collection start date2/1/2020
Collection end date10/1/2020

conducted between June 1,
2020 and July 30, 2020

Age:median age, 34 years [IQ
28-46 years]

Gender (%female)71%

Test name 2Abbott CoV
2 1gG (ARCHITECT)

Platform: CMIA
EUA certifiedYes
CE certifiedYes

Test name 3Siemens
COoVv2T

Platform: CMIA
EUA certifiedYes
CE certified¥es

reaction (RTIPCR) or
loop-mediated
isothermal
amplification (LAMP)
in nasal or pharyngeal
swabs

40.

Author, year:Higgins
20271[40]

Country:Canada

Study DesignCase
Control

Total Number of patients282

Patient selection:175 patients that
were confirmed positive for SAR®V2
infection by PCR testing within the
previous @73 days.

Age:NR
Gender (%female)NR

Patient selection07 patients
that were positive for viruses
other than SARS0V2 (e.g.
hepatitis A, hepatitis B,
hepatitis C, human
immunodeficiency virus,
rubella, EpsteifBarr virus,
cytomegalovirus, respiratory
syncytial virus, enterovirus,
rhinovirus, and influenza A

Age:NR

Test name 1Abbott CoV
2 IgM (ARCHITECT)

Platform: CMIA
EUA certifiedYes
CE certifiedYes

Test name 2Abbott CoV
219G (ARCHITECT)

Platform: CMIA

Referencelasma
samples were
collected from 175
patients that were
confirmed positive for
SARS0V2 infection
by PCR testing within
the previous Q73
days
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Gender (%ofemale)NR

EUA certifiedYes
CE certified¥es

41. | Author, year:Horber | Total Number of patients181 Patient selection.COVIBL9 Test nameEuroimmun ReferenceDiagnostic
202041] _ _ _ negative control samples were sensitivity was
Patient selection:Routine blood . Platform: ELISA . .
o all obtained before the determined using
Country: samples (n=186) of hospitalized COVIL o : . .
) .| beginning of the pandemic an¢ EUA certifiedYes samples from patients
) 19 patients (n=58) were used for serial . . . . .
Study Design: antibody measurements comprises intensive care - with RFPCR confirmeq
y ' patients (n=88). In addition, | CE certifiedxyes COVIBL9 disease at
Age:NR potential crossreactive different time points
. antibodies (n=35) were
Gender (%female)NR investigated using samples
from patients with laboratory
corfirmed acute infections
Age:NR
Gender (%femaleNR
42. | Author, year: Total Number of patients407 Patient selection215 Test nameAbbott CoV2 | Referencepatients

Hubbard 20242]
Country:USA

Study DesignCase
Control

Patient selection407 remnant serum
and lithium heparin plasma specimens
collected in gekeparator tubes for
clinical purposes from hospitalized
patients with and without confirmed
SARE0V2 infection were removed
from refrigerated storage within 7 days
of collection. Alpatients included in this
study were tested for SARSV2

specimens were collected fron|
155 unique patients with a
documented negative SARS
CoV¥2 molecular diagnostic
result generated on the same
day or 1 day prior to serum or
plasma specimen collection.

Age:NR

Gender (%female)NR

lgG (ARCHITECT)
Platform: CMIA
EUAcertified: Yes
CE certifiedYes

tested positive for
SAR&E0V2 infection
by PCR
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infection with one of 3 molecular
diagnostic methods

Age:NR
Gender (%female)NR
Collection start date:

Collection end date:

43. | Author, year:Huber | Total Number of patients572 Patient selection80 controls | Test nameEuroimmun Referencepatients
202143] _ _ from the preCOVIEL9 era with PCReconfirmed
Patient selectionA total of 345 serum Platform: ELISA :
Country:German or plasma samples from 2@atients Age:NR COVIBLY disease
y: yo|ore P g EUA certifiedYes (COVIELY group)
_ with PCRoroven COVIRL9 were tested
Study DesignCase Gender (%femaleNR CE certified
Control Age:NR cerinedres
Gender (%female)NR
Collection start date5/1/2020
Collection end date12/1/2020
44, | Author, year: Patient selectionsamples used for Patient selection:Samples Test nameDiaSorin Referencepositive

Huyghe 202[%4]
Country:Belgium

Study DesignCase
Control

evaluation of sensitivity (n=186) were
collected during the COVALD® outbreak
(MarchcApril 2020) from 84
symptomatic patients

Age:mean 64

Gender (%female)35%
Collection start date3/1/2020
Collection end date4/1/2020

(n=120) used in the
experiments for specificity
were collected before
September 2019.

Age:NR
Gender (Y%ofemaleNR

Platform: CMIA
EUA certifiedYes

CE certifiedYes

COVIEL9 SARE0V2
PCR result on a
respiratory sample
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45, | Author, year:lgawa | Total Number of patients177 Patient selection:Specificity of | Test name 1Siemens ReferenceRFPCR
202145] _ _ the antibody assay was CvaG was considered the
Patient selection.Two hundred and .
Countrv-J thirty-six (236 | assessed using the peOVID Platform: CLIA gold standard for the
ountry-Japan Irty-six (236) serum samples were | 19 samples. Two out of 98 atiorm- detection of SARS
_ collected from a total of 79 symptomati .
Study DesignCase : samples were detected as EUA certifiedNo CoV2
COVIBL9 patients between March and .
Control positive by CV2T N
August 2020. CE certifiedYes
Age:NR )
Age:Mean: 51 years Test name 2Siemens
Gender (%female)NR
Gender (%female)30.40% (% N covet
Collection start date:3/1/2020 Platform: CMIA
Collection end date8/1/2020 EUA certified:Yes
CE certifiedYes
46. | Author, year:Imai Total Number of patients160 Patient selection48 serum Test nameArtron ReferenceAll patients

202046]
Country:Japan

Study DesignCase
Control

Patient selectionWe examined 139
serum specimens collected from 112
patients with COVIR9

Age:NR

Gender (%femaleNR
Collection start date2/11/2020
Collection end date3/31/2020

specimens collected from 48
non-COVIBL9 patients.

Age:NR

Gender (%female)NR

Platform: LFIA
EUA certifiedNo

CE certifiedYes

were examined by RT
gPCR for SARV2
using pharyngeal and
nasopharyngeal swab
collected at public
health institutes or
hospitals in
accordance with the
nationally
recommended
method in Japan
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47. | Author, year: Total Number of patients105 Patient selectionpre COVID19 Test nameSHENZHEN | Referencel f f /
Infantino 202(47] _ _ . (20182019) disease control | YHLO 19 patients were
Patient selection61 patients . .
o , , R group of 44 patients (49 + 17 confirmed to be
Country:ltaly hospitalized in San Giovanni di Dio ) Platform: CLIA AR AR s
N P ” ~ - | years; 35 women and AYFSOUSR ¢
. l 2aLIAu0lf &6Cft 2NBY O . <A oA
Study DesignCase . EUA certifiedNo [ 2+mH RSUS
9 men) who had rheumatic
Control Age:59 + 23 years diseases (n = 31) and infectiol ified oropharyngeal and
; ; g - 13 CE certifiedes nasopharyngeal swab
Gender (%female)57% iseases (n = 13). 58 dmsS 27
Age:49 + 17 years (confirmed by two
. . {'w{mn/ 2+TmH
Gender (%female)79% acid tests).
48. | Author, year: Total Number of patients185 Patient selectioni78 samples | Test name 1Abbott CoV | Referencesamples
Interiano 202]48] , _ that were collected prior to the| 2 IgM (ARCHITECT) was collected from
Patient selection:collected from .
i . COVIEL9 era (before February patients who had a
Country:USA patients who had a positive NAAT resu L Platform: CMIA .
, of 2020) from pediatric positive NAAT result
. for SARE0V,2. For this group, date of . L -
Study DesignCohort , patients at our institution EUA certifiedYes for SARE0V2
symptom onset was derived from
information from the medical record. Age:median age:12.5 years | CE certifiedYes
_ old, ranging from 11 days to 1
Age:Median Age 14 Y Age Range 12 [ years old Test name 2Abbott CoV
19Y 2 1gG (ARCHITECT)
Gender (%female)s56%
Gender (%female41% Platform: CMIA
Collection start date4/6/2020 EUA certifiediYes
Collection end date10/5/2020 CE certifiedYes
49. | Author, year:Jacot | Total Number of patients400 Patient selectionSARS0V2 | Test name 1NovaTec Referencegold

202149]

negative sera were collected

Novalisa

standard RPPCR
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Country: Switzerland

Study DesignCase
Control

Patient selectionThe pool of sera used
in this evaluation was selected from thg
sera collection used in our previous
study [25]. All sera wereollected at the
Lausanne University Hospital (CHUV),
Switzerland. A pool of 180 sera (97
positive and 83 negative) were used
during the preliminary phase of the
evaluation (Tables 1 and S1). An
extended evaluation phase was
completed on additional samplas
analyze the different tests on a comple
total panel for the two phases of 400
sera (100 positive and 300 negative).

Age:NR

Gender (%female)NR

before November 1, 2019,
assumed to be prior to the
SARE0V2 pandemic. Possiblg
crossreactivity was assessed
through testing of sera known
to be positive for other
microorganisms or auto
immune disease (lupus).

Age:NR
Gender (Y%ofemale)NR

Platform: ELISA
EUAcertified: Yes

CE certifiedYes

Test name 2Euroimmun
Platform: ELISA
EUA certifiedYes

CE certifiedYes

50.

Author, year:
Jugwanth 202p50]

Country:South
Africa

Study DesignCase
Control

Total Number of patients530

Patient selectionParticipants who
tested positive (n = 391) by Quantitativ
reverse transcription PCR (@FPCR)
were used as positive controls.

Age:median 41

Gender (%female)s7%

Patient selectionNegative
controls were identified for
testing from 4 different source
(n =139): 1. Weltharacterised
stored serum samples which
were stored in a biorepository
prior to February 2020 2.
Contacts of infected patients
who tested negative by RT
gPCR on two

Age:median 43
Gender (%female)s7%

Test nameAbbott CoW2
IgG (ARCHITECT)

Platform: CMIA
EUA certifiedYes

CE certifiedYes

ReferenceThe
cumulative sensitivity
of both assays was
compared to RHPCR
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51. | Author, year:Jung
202(051]

Country:USA

Study DesignCase
Control

Total Number of patients161

Patient selection:104 patient samples
that were RTPCR positive for SARS €g
2

Age:NR

Gender (%female)NR

Patient selection:Analytical
specificity was assessed by
testing 19 different patient
samples known to be positive
for other viruses by molecular
testing (including Influenza A,
Influenza B, respiratory
syncytial virus (RSV),
adenovirus, rhinovirus)

Age:NR

Gender (%female)NR

Test nameAnsh
Laboratories

Platform: ELISA
EUA certifiedNo

CE certifiedYes

Reference104
patient samples that
were RTPCR positive
for SARS Ce¥

52. | Author, year:Kim Total Number of patients60 Patient selection:30 healthy | Test nameRapiGen Reference:
202752] i i volunteers Biocredit
Patient selectionBetween February
Country:Korea 28th and May 6th, 2020, nasopharynx | Age:NR Platform: LFIA
_ swabs, oropharyngeal swabs, and .
Study DesignCase pharyng , Gender (%female)NR EUA certifiedYes
Control sputum were collected from 30 patients
ontro infected with SARS0V2 CE certifiedYes
Age:NR
Gender (%female)NR
Collection start date2/26/2020
Collection end date5/6/2020
53. | Author, year:Kittel | Total Number of patients991 Patient selection(2) pre Test nameEuroimmun ReferenceSerum

2021[53]

pandemic sera (n = 97); and

specimens from gRT
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Country:Germany

Study DesignCase
Control

Patient selection.COVIBL9 cases
confirmed by gR-PCR (n = 183)

Age:NR
Gender (%female)NR

(2A) probably COVAD9-
negative sera with negative
serological results from at leag
two or more different assays (I
= 152)

Age:NR
Gender (%femaleNR

Platform: ELISA
EUA certifiedYes

CE certifiedYes

PCRconfirmed
patients (Class 1) wers
analysed.

54. | Author, year: Total Number of patients58 Patient selectionfollow up Test nameAbbott CoV2 | ReferenceCollected
Kohmer 202(54] , _ samples of recent PCR IgG (ARCHITECT) follow up serum or
Patient selection\We collected follow . . : . .
. diagnosed infections with plasma samples (in th
Country:Germany up serum or plasma samples (in the . Platform: CMIA . i
followi ol stated les) f SAR& 0V (2 patients from the following simply
Study DesignCase .O leng S|mp ys a(.e as samples) fro 2003 outbreak), HCe®WC43 (n | EUA certified:Yes stated as samples)
individuals with PGlliagnosed _ _ oo .
Control infecti ith SARGOV2 (1 = 45 = 2), HCo\HKUL1 (n = 1), HCe\ N from individuals with
intections wi oV2 (n = 45) NL63 (n = 1), HCed9E (n = | CE certifiediyes PCRiiagnosed
Age:NR 2), recent serological/PCR infections with SARS
. diagnosed infections with acut CoV2
Gender (%femaleNR EBV (n = 5)
Age:NR
Gender (%female)NR
55. | Author, year:Kubota | Total Number of patients402 Patient selection:110 residual | Test nameAbbott CoW2 | ReferenceAll patients

2021[55]

Country:Japan

Patient selection:This study involved 33
Japanese patients with laboratery

confirmed COVIR9 who were referred
to Saitama Medical University Hospital

serum samples randomly
recruited under a previous
research protocol as negative
controls from Japanese

patients admitted to Saitama

IgG (ARCHITECT)
Platform: CMIA

EUA certifiedYes

were confirmed to
have COVI9 by RT
PCR for SARS\2
using nasopharyngeal
swab specimens in
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Study DesignCase
Control

Japan from February 11 to December
2020.

Age:Median age: 67 years
Gender (%female)33.30%
Collection start date2/11/2020

Collection end date12/31/2022

Medical University Hospital
from April to October 2019
were used as negative control

Age:NR
Gender (Y%ofemale)NR

CE certifiedYes

accordance with the
nationally
recommended
protocol in Japan

56. | Author, year: Total Number of patients270 Patient selectionNinety Test name 1Inbios IgM | ReferencePCR

Kulkarni 202[56] . . serum/plasma samples

Patient selectionA total of 180 Platform: ELISA
, , collected from healthy blood
Country:India serum/plasma samples were obtained .
i donors before the emergence | EUA certifiedYes
_ from RTPCR confirmed COVID ,

Study DesignCase atients or their asymptomatic contactg of SARE0V2 (during 2017 ifi

Control pane ympror 1 2019) were included as CE certifiedYes
admitted at Bharati Hospital and .

_ .| negative controls.
Research Centre, Pune, India, followin
informed written consent. Blood Age:NR Test name 2Euroimmun
samples from these patients we Gender (%f e IR
collected at different times postisease | o o¢' (Yefemale)N Platform: ELISA
onset (026 days, average: 10.4 days) EUA certifiedYes
FYR &ai2NBR Fid byng
testing. CE certifiedYes
Age:NR
Gender (%female)NR
57. | Author, year:Lin Total Number of patients270 Patient selectionincluded 200 | Test name 1Beckman ReferencegRTFPCR

2021[57]

Country: Taiwan

Patient selectionwe collected 184
residual blood samples from 70
consecutively gRPCRconfirmed

COVIEL9 patients hospitalized at four

control serum samples from
200 hospitalized patients who
gSNE GSaitsSR y§

Platform: CLIA

EUA certifiedNo

confirmed COVIR9
patients
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Study DesignCase
Control

participating hospitals from 23 January
2020 to 30 Sep 2020.

Age:age was 42.6 years (standard
deviation, 15 years).

Gender (%female)s1.40%
Collection start date1/23/2020
Collection end date9/30/2020

using SARSC&QRTPCR to
evaluate diagnostic specificity

Age:NA
Gender (%female)NA

CE certifiedYes

Test name 2Siemens
covaTt

Platform: CMIA
EUA certifiedYes

CE certifiedYes

58. | Author, year:Liu Total Number of patients336 Patient selection:144 Sera Test nameWantai ReferenceRTPCR
202058] ) ) i collected in the same period confirmed COVID19
Patient selectionRFPCR confirmed Platform: ELISA patients
Country:China COVID19 patients admitted to the Age:NR EUA certified’y
_ hospital. Out of the 192, 83 (43%) have certitied.yes
Study DesignCase , . : Gender (%female)NR -
severe disease (respiratory distress, CE certifiedYes
Control . L
hypoxia, severe complications)
Age:NR
Gender (%female)NR
59. | Author, year:Lokida | Total Number of patients107 Patient selection52 sera from | Test name 1Abbott CoV | Referencereal time

202759]
Country:Indonesia

Study DesignCase
Control

Patient selectionA total of 107 serum
specimens for the case group were
collected from real time polymerase
chain reaction (RPCR) confirmed
COVIEL9 patients from several hospita
in Banten province, Indonesia.

Age:NR
Gender (%femaleNR

repository specimens collected
<2016 during acute febrile
illnessrequiring hospitalization
(AFIRE) and SEPSIS studies
(Southeast Asia Infectious
Disease Clinical Research 201
Gasem et al., 2020). Of these
52 sera, 32 convalescent
specimens

219G (ARCHITECT)
Platform: CMIA

EUA certifiedYes
CE certifiedYes

Test name 2Siemens
ADVIA Centaur

Platform: CLIA

polymerase chain
reaction (RTIPCR)
confirmed COVIR9
patients
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Age:NR
Gender (%femaleNR

EUA certifiedYes
CE certified¥es

60. | Author, year:Lou Total Number of patients380 Patient selectionHealthy Test nameWantai ReferencePCR
202(60] . . , individuals enrolled from the confirmed
Patient selection.COVID19 confirmed . . Platform: ELISA
) i local community during the
Country:China cases should meet the following three | . . . i
T ) circulation of the virus. All EUA certifiedYes
_ criteria: 1) fever and/or respiratory .
Study DesignCase symptoms: 2pbnormal lung imagin controls report no contact with N
Control y p ! e g ging a COVIEL9 case CE certifiedYes
findings; and 3) positive result of a
guantitative nucleic acid of SARS&V | Age:NR
All patients were admitted the hospital
0
between Jan 19 and Feb 9 2020 Gender (%femalelNR
Age:Median 55 (IQR 464)
Gender (%female)39%
Collection start date1/19/2020
Collection end date2/9/2020
61. | Author, year:Maine | Total Number of patients1154 Patient selectionspecimens to| Test name 1Abbott CoV | Referencepatients

202(061]
Country:USA

Study DesignCase
Control

Patient selectionresidual peripheral
blood samples collected from patients
for standard of care purposes were
utilized. Specimens derived from 427
patients who tested positive for SARS
CoV2 by RIPCR between March and
August 2020

assess test specificity includeq
427 patients who were
symptomatic but PCR negativg
for SARE0V2.

Age:NA

Gender (%female)NA

2 IgM (ARCHITECT)
Platform: CMIA

EUA certifiedYes
CE certifiedYes

who tested positive
for SARE0V2 by RT
PCR
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Agenb MY ndH 2 X HAN
codn 2% nnbndY ddp
cnbcdoY HNnOMm 222X Tt
Mndy 23 xdpnyY nodn 2

Gender (%female)NA
Collection start date3/1/2020

Collection end date4/1/2020

Test name 2Abbott CoV
2 IgG(ARCHITECT)

Platform: CMIA
EUA certifiedYes

CE certifiedYes

62. | Author, year:Maine | Total Number of patients1101 Patient selection:394 Test nameAbbott Referencetested
202762] ) ) ) specimens from patients who | AdviseDx IgG (Alinity) positive for SARSoV
Patient selection:1257specimens .
. . were symptomatic but PCR 2 by RTPCR were use
Country:USA derived from 402 patients who tested . Platform: CMIA
» negative for SARSoV2 were
_ positive for SARS0V2 by RTIPCR were | .- .
Study DesignCase : utilized. Furthermore, a cohort| EUA certifiedYes
used. 80% of these patients were .
Control dmitted to B ¢ Hosbital at Rove of 305 archived samples N
aonlzlbetwo e'\jltum(;n dOZpI a ?Zoggc collected prepandemic CE certifiedYes
ak between March and Augus "I (between 2010 and 2015) was
Age:(65.3%) of patients were > 60 yea| included to assess test
old specificity.
Gender (%female)NA Age:NA
Collection start date3/1/2020 Gender (%female)NA
Collection end date8/1/2020
63. | Author, year: Total Number of patients229 Patient selection75 selected | Test nameSHENZHEN | Referencel54

Mairesse 202[63]

Country:Belgium

Patient selection:154 patients
confirmed positive to SARS0V2 by RT
PCR and with COVID symptoms

non-SARSC0V2 sera with a
potential crossreaction to the
SAR&0V2 immunoassay.

Age:NR

YHLO
Platform: CLIA

EUA certifiedNo

patientsconfirmed
positive to SARSo0V2
by RTPCR and with
COVIBL9 symptoms.
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Study DesignCase
Control

Age:NR

Gender (%female)NR
Collection start date5/15/2020
Collection end date5/30/2020

Gender (%ofemale)NR

CE certifiedYes

64. | Author, year:Mallon | Total Number of patients752 Patient selection:Controls pre | Test nameAbbott CoV2 | ReferenceSensitivity
202164] . _ _ _ 2020 group comprised 401 IgM (ARCHITECT) was calculated based
Patient selectionor this analysis, we . .
_ - subjects who provided 452 on samples from
Country:lreland included AlID Cohort participants who Platform: CMIA .
N . samples collected before 2020 subjects who tested
_ presented to the Mater Misericordiae | . . .
Study DesignCase A PN y . [ including 116 samples taken | EUA certifiedYes detected on SARS
I YAOSNAAUEe | 2aLIA0l . .
Control L : : during previous flu seasons. . CoV2 PCR (SAR®V
University Hospital with symptoms CE certifiedYes 2 Pos)
consistent with COVHD9 Age:45 (4@53)
Age:57 (45,68) Gender (%female)41.60%
Gender (%female)46
Collection start date3/26/2020
Collection end date7/10/2020
65. | Author, year: Total Number of patients312 Patient selection:Specificity Test nameAbbott Co¥2 | ReferenceRFPCR

Manalac 202{B5]
Country:USA

Study DesignCase
Control

Patient selection97 specimens from 97
patients or healthcare workers with RT
PCR confirmed and/or clinical
assessment indicated SARBV2
infections

Age:NR
Gender (%female)NR

was determined by using 847
de-identified remnant serum
samples from rheumatoid
disease screening (n = 643;
2011¢2013), therapeutic drug
monitoring (TDM) of
lamotrigine, levetiracetam,
testing for thyroglobulin (Tg),
CA125, CA19, CEA, and AFP

IgG (ARCHITECT)
Platform: CMIA
EUA certifiedYes

CE certifiedYes

confirmed and/or
clinical assessment
indicated SARS0V2
infections
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Age:range 1 to 95 years
Gender (%female)s7%

66. | Author, year:Marlet | Total Number of patients152 Patient selection:Specificity Test nameEuroimmun Referencepatients
202(66] Patient selectionclinical perf was evaluated on plasma Platform: ELISA tested positive for
Country-f fa. lent selectionclinica perlorTznce6 collected before the end of atiorm: SARE0V2 RNA by

ountry:france 0 |mmunoas§ays were eva.u.a edon 6} ,919in 89 patients EUA certifiedYes RTPCR
Studv Desiane COVIBL9 patients testegositive for
- u ty | €sSIgntase | sARgCoV2 RNA by RPCR at Tours | Age:o Nk MMb p CE certifiedYes
ontro University Hospital
Gender (%female)s4%
Age:T pk c T b hn
Gender (%female)s0.30%
Collection start date#/8/2020
Collection end date5/11/2020
67. | Author, year: Patient selectionclinical sensitivity was| Patient selectionClinical Test nameMosaiQ ReferenceARSCo\2
Martinaud 202067] | assessed using case serum obtained | specificity was assessed using . infection was
. _ . Platform: Microarray .
Countrv:F from COVIEL9 patients (n = 101) archived serum samples from confirmed by PCR
ountry-France admitted to the Military Medical Center| healthy donors, obtained in EUA certifiedNo
Study DesignCase | Percy, France March 2019 (n = 500) ~
Control CE certified¥es
Age:75+/- 13 years Age:500
Gender (%female)NA Gender (%female)NA
68. | Author, year:Meng | Total Number of patients433 Patient selection206 non Test nameinnovita ReferencePharyngeal

202068]

Patient selectionFrom January 4 to

April 5, 2020, data on 1876 consecutivg

COVIRL9 patients in Wuhan

Platform: LFIA

swabs werevused to
collect secretions from




IDSA Guidelines on the Diagnosis of C&@t[5erologic Testing
Supplementary Materials

Country:China

Study DesignCase
Control

patients who underwent SARSOV2
nucleic acid tests and chest computed
tomography were retrospectively
collected in Wuhan Integrated TCM an
Western Medicine Hospital. Of the 652
suspected COVHD9 patients, 237 had
positive and 415 had negative SARSC
2 nucleic acid tests.

Age:NR

Gender (%ofemalelNR
Collection start date1/4/2020
Collection end date4/5/2020

Integrated TCM and Western
Medicine Hospital

Age:NR
Gender (%femaleNR

EUA certifiedYes
CE certified¥es

the lateral and
posterior pharyngeal
walls and placed
invsterile tubes
(containing 1 mL
sterile normal saline).
Fluorescence PCR wa
performedvusing the
SAR&0V2 Nucleic
Acid Detection Kit.

69.

Author, year:Merrill
202(69]

Country:USA

Study DesignCase
Control

Total Number of patients209

Patient selection/Assay sensitivity was
evaluated using 54 specimens from 32
unique patients with SARS0oV2
infection confirmed by PCR at our
institution, 35 of these 54 samples wer
collected within one week after a
positive PCR result

Age:NR

Gender (%female)NR

Patient selection:Assay
specificity was examined using
two cohorts of samples: 35
specimens from patients with
negative SARSoV2 PCR
testing and 139 specimens
collected prior toDecember
2019 (i.e., preCOVID). In
addition, 12 of the 139 pre
COVID samples were HIV
positive

Age:NR

Gender (%female)NR

Test nameDiaSorin
Platform: CLIA
EUA certifiedYes

CE certifiedYes

Referencepositive
PCR for SAR\2
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70. | Author, year: Total Number of patients200 Patient selectionControl non | Test name 1Maglumi ReferenceCase
Montesinos 202{¥0] _ _ SARE0V2 samples (n = 72) serum samples (n =
Patient selectionCase serum samples| .. Platform: CLIA .
, _ utilised anonymous stored 128) were obtained
Country:Belgium (n = 128) were obtained from COVID . o
) ) residual serum samples, EUA certifiedYes from COVIEL9
_ patients confirmed by RGPCR and €T ) . .
Study DesignCase ccans selected as follows: 1) Sera N patients confirmed by
Control selected from January 2018 to CE certifiedyes RFQPCR and @kans.
Age:NR August 2019 (n = 62) included
samples with gotential cross _
Gender (%female)NR reaction to the SARS0V2 Test name 2Euroimmun
immunoassays, hame Platform: ELISA
Age:NR EUA certifiedYes
Gender (%female)NR CE certifiedYes
71. | Author, year: Total Number of patients330 Patient selectionThe RIPCR | Test nameSHENZHEN | Reference26 were

Nakano 202[71]
Country:Japan

Study DesignCase
Control

Patient selection:Collected residual
serum samples remaining after routine
clinical testing from 105 subjects who
underwent RTPCR testing at The
University of Tokyo Hospital. Of these
105 subjects, 26 were diagnosed as
having COVH29 based on the results o
RTPCR

Age:68.0 (2489)
Gender (%female)19.20%

negative subjects had
symptoms such as fever, coug
or dyspnea and COUD was
denied by thenegative results
of RFPCR. They were finally
diagnosed as other diseases
such as bacterial pneumonia,
aspiration pneumonia, septic
shock, cardiogenic shock,
chronic obstructive pulmonary
disease. Serum specimens we
a4 G 2 NB R°Clarid were y 7
centrifugedat 2300>g for 5min
before measurement.

YHLO
Platform: CLIA
EUA certifiedNo

CE certifiedYes

diagnosed as having
COVIBLY9 based on
the results of RPPCR.
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Age:67.5 (Z,95)
Gender (%female)29.10%

72. | Author, year: Total Number of patients1236 Patient selection:Specificity Test name 1Abbott ReferenceEvaluation
Narasimhan Patient selectionfor th ( was evaluated in the pre AdviseDx IgM (Alinity) of the IgGSP and
202172] g!en s€ ec.: .|o.n. or gassgssmen 0 COVIB19 eraremnantbanked IgMSP assays utilizing

clinical sensitivity, only inpatients with Platform: CMIA e
. ; i . plasma samples from 217 RTPCR positivity and
Country:United suspected SARS0\2 infection with . . .
unique patients collected from| EUA certifiedYes days postsymptom
States PCR and documented dates of sympto .
¢ included blood donors from September - onset was to confirm
Study DesignCase onset were inciuded. to November 2019 and early CE certifiedYes the infection and
Control Age:NR COVIBL9 period samples from antibody response
. March to April 2020. following the
Gender (%female)NR _ Test name 2Abbott infection, respectively.
Age:NR AdviseDx IgG (Alinity)
Gender (%female)NR Platform: CMIA
EUA certifiedYes
CE certifiedYes
73. | Author, year: Total Number of patients459 Patient selection:Specificity Test name 1Wantai Reference SAREC oV

Nicholson 202[73]

Country:Australia

Patient selectionSamples were
obtained from the Victorian Infectious
Diseases Reference Laboratory (VIDR
at The Peter Doherty Institute for
Infection and Immunity and Royal

was calculated using 2 groups
a population group of sera
representing the Victorian
population collected
prepandemic between 2011

Platform: ELISA
EUA certifiedYes
CE certified¥Yes

2 RNA was detected ir
respiratory swabs by
RTPCR, andesults
were provided by both
institutions.
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Study DesignCase
Control

Melbourne Hospital (RMH), Victoria,
Australia

Age:NR
Gender (%female)NR

and 2018 (n=100to n =312,
depending on the assay testeq
and a crosseactive group

representing prepandemic

Age:NR

Gender (%female)NR

Test name 2Euroimmun

Platform: ELISA
EUA certifiedYes

CE certifiedYes

74. | Author, year:Nilles | Total Number of patients: Patient selectionPrepandemic| Test name 1EDI ReferencepostPCR
202174] ) ) samples included 832 samples with reverse
Patient selection251 SARE0V2 . Platform: ELISA L
: . . from the MGB Biobank transcription (RGPCR)
Country:USA polymerase chain reaction (PQiokitive . . .
) collected between August 28, | EUA certifiedYes confirmation
Study Desian: samples from 122 patients (107 2017 and September 26, 2019
udy Lesign. hospitalized, 15 ambulatory) treated at ’ CE certifiedYes
0KS NA3IKFY FyR 2 7Age:The median age was 44
(BWH) between March 30 and May 29/ years (range 2B9) Test name 2Roche
2020, were selected. Elecsys
Gender (%female 7% .
Age:MEDIAN: 58 (280) Platform: ECLIA
Gender (%female)54% EUA certifiedYes
Collection start date3/30/2020 CE certifiedYes
Collection end date4/29/2020
75. | Author, year:Nilsson| Total Number of patients257 Patient selection:Specificity Test nameEuroimmun ReferenceThe

2021[75]
Country:Denmark

Study DesignCase
Control

Patient selection57 patients with a
positive SARE0V2 reverse
transcription polymerase chain reactior

Age:NR

was assessed using historical
samples from 200 blood
donors.

Age:NR

Platform: ELISA
EUA certifiedYes

CE certifiedYes

inclusion criteria were
a positive SARSo\/2
RTFPCR teston a
respiratory tract
sample and the
availability of a blood
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Gender (%femalelNR
Collection start date3/30/2020
Collection end date4/30/2020

Gender (%ofemale)NR

sample for SARG0\2
antibody testing

76. | Author, year:Ong Total Number of patients228 Patient selectionspecificity Test nameHealgen ReferenceSamples
202(76] . _ _ was also tested in historical were taken from the
Patient selection:117 consecutive Platform: LFIA .
i i ) control group of randomly oral cavity and
Country: patients were prospectively included -
i _ selected sera of 50 adult EUA certifiedNo subsequently from the
Netherlands between 6 April and 10 April . . . .
patients in September 2019 as N nasal cavity using the
Study DesignCase | Age:Median: 61 years SARE0V2 was not circulating CE certifiedYes same nasopharyngeal
Control . . at that time swab; this was tested
Gender (%female)48% by NATS.
_ Age:NR
Collection start date4/6/2020
_ Gender (%femaleNR
Collection end date4/10/2020
77. | Author, year:Ou Total Number of patients: Patient selectiona cohort of | Test nameMaglumi ReferenceThe

202177]
Country:china

Study DesignCase
Control

Patient selectionA total of 192 patients
with COVIBEL9 were enrolled in

Ddzl y31 K2dz 9A3IKIK
from January to February 2020. The
diagnosis of COVAD® wasconfirmed by
RTFPCR assay. The disease severity
varied from mild to severe.

Age:NR
Gender (%female)NR

Collection start date1/1/2020

130 patients with suspected
COVIRL9 who had been
recruited to the fever clinic or
guarantine department of the
hospital and finally had been
excluded by the negative RT
PCR results were enrolled
recruited.

Age:median age (IQR): 24(@1
32) years

Gender (%female)40.76%

Platform: CLIA
EUAcertified: Yes

CE certifiedYes

diagnosis of COVIL®
was confirmed by RT
PCR assay.
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Collection end date2/1/2020

78. | Author, year:Ozturk | Total Number of patients320 Patient selection:40 serum Test nameSingclean Reference/ h £ L 5
202178] i i samples were taken from patients confirmed by
Patient selection:A total of 320 C s A rd o x = A Platform: LFIA -
A . LI UASyua oST2N wemnt / w IyR
Country:Turkey AYLI UOASYU [/ hxL5TmmMm{ . .
A ~ . ~ | pandemic were used as EUA certifiedNo scan
Studv DesianC bAERS mYSNI | "ananegativecontrols
c u ty | esight-ase Training andResearch Hospital betweer ' CE certified¥Yes
ontro March 11 and June 30, 2020, were | Age:NR
enrolled in this study.
y Gender (%femaleNR
Age:mean age: 54.14
Gender (%female49%
Collection start date3/11/2020
Collection end date6/30/2020
79. | Author, year:Paiva | Total Number of patients1139 Patient selectionincluding 126/ Test nameAbbott Co¥2 | Reference/ h + L 5

2021[79]

Country:United
States

Study DesignCase
Control

Patient selectiont M t / w02 V]

/ hxL5mnmd
Age:NR

Gender (%ofemale41%

serum samples collected from
random healthy individuals for
LINBTTSYLX 28 YSy {
before 12 March and 937
plasma samples collected
before the pandemic started in
the United States (January
2020).

Age:NR

Gender (%female)NR

IgG (ARCHITECT)
Platform: CLIA
EUA certifiedYes

CE certifiedYes

patients with
diagnoses confirmed

by

Nwe mtt / w 2V
nasopharyngeal swab
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80. | Author, year:Pallett | Total Number of patients200 Patient selection:An additional| Test nameHealgen Referencetesting
202180] . . . 50 patients were selected with based orreaktime
Patient selection200 patients were . . | Platform: LFIA .
Countrv:UK luated using the COVD 1aG/IaM a presumed negative diagnosi PCR detection of SAR
ountry: cva .ua ed using the - 9%/19 with a negative SARS0V2 EUA certifiedYes Co\f2 (AusDiagnostics
. Rapid Test Cassettes (OrientGene). . . .
Study DesignCohort . . PCR result, admitted with an » Australia)
Patient history from both the Emergeng . L CE certifiedYes
acute surgical complication or
Department assessment and the . .
o : had a fever with an alternative
admission clerking were carefully . .
non-respiratory primary
evaluated . .
diagnosis.
Age:mean age 61 years, rangec®3 Age:NA
years
Gender (%female)NA
Gender (%female43% (% N
Collection start date:3/1/2020
Collection end date4/1/2020
81. | Author, year: Total Number of patients309 Patient selectionsera from 50 | Test namePRIMA Referencein order to

Pecoraro 202[B1]
Country:ltaly

Study DesignCase
Control

Patient selectionRFPCR detection of
SARE0V*2 RNA identified 75
participants (28.9%; 7Patients and 5
health care workers) with positive swal
results.

Age:NR
Gender (%female)NR
Collection start date3/1/2020

Collection end date3/31/2020

patients admitted to hospital,
prior to the SARE0V2
transmission in Italy

Age:NR

Gender (%female)NR

Platform: LFIA
EUA certifiedNo

CE certifiedYes

diagnose the SARS
Co\/2 infection on the
day of admission (day
0), samples of
nasopharyngeal
and/or oropharyngeal
swabs for real time
(RFPCR) and serum g
plasma samples were
obtained from
hospitalized patients




IDSA Guidelines on the Diagnosis of C&@t[5erologic Testing
Supplementary Materials

82. | Author, year: Total Number of patients262 Patient selection67 healthy Test name 1Maglumi ReferenceCOVIBEL9
Pegoraro 202[B2] _ _ _ volunteers confirmed cases
Patient selection:Study population Platform: CLIA (symptomatic patient
Country:ltal consisted of 159 patients admitted to | Age:median age: 49 ;
vy P . g g EUA certifiedYes with SARE0V2
_ the emergency room, medical, and .
Study DesignCase | . . . .| Gender (%female)85.10% . positive molecular
intensive care units (ICUs) of the Azien CE certifiedYes ;
Control : . L detection)
Ospedaliera Universitaria Integrata of _
Verona with symptoms suggestive of Test name ZEuroimmun
SARE 0V infection Platform: ELISA
Age:Medain age: 58 years EUA certifiedYes
83. | Author, year:Pérez | Total Number of patients251 Patient selectionA randomly | Test nameALLTEST ReferenceGroup 2:
Garcia 202[83] . . . . selected group of 100 patients (patients with positive
Patient selection90 patients admitted Platform: LFIA
i who had a serum sample take PCR for SARS\2)
Country:Spain to the Emergency department between . . .
' _ for other serologic studies, EUA certifiedNo They were used to
_ March 1 and April 6, 2020, with
Study DesignCase suspicion of COVADD. The PCR was from September 1 to N evaluate the
Control F; for SARSOV for all of th November 30, 2019 (before th| CE certifiedYes sensitivity of the
positive for ovielorall ottnem. | first cases of COVAD® were serological test, using
Age:NR reported). PCR as a gold
standard.
Gender (%female)NR Age:NR
Collection start date2/9/2020 Gender (%female)NR
Collection end date4/6/2020
84. | Author, year:Pérez | Total Number of patients140 Patient selectionNegative Test nameALLTEST Reference:

Garcia 202[B4]

controls 60 serum samples

from a randomly selected

confirmation by PCR
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Country:Spain

Study DesignCase
Control

Patient selectionPCR positive patients
80 patients admitted to the Emergency
department between March 1 and April
28, 2020, with suspicion of COVID

and confirmation by PCR. All of them
were symptomatic, with a median time
from the onset of symptoms of 15 days|
(Interquartile range, 825 days).
Residual serum samples were recovery
for this evaluation.

Age:NA
Gender (%female)NA
Collection start date3/1/2020

Collection end date4/28/2020

group of patients with a sampl
taken for other serologic
studies, from September 1 to
November 30, 2019

Age:Median 44
Gender (%female)s3.30%

Platform: LFIA
EUA certifiedNo

CE certifiedYes

85.

Author, year:Plaga
202185]

Country:USA

Study DesignCase
Control

Total Number of patients517

Patient selectionamples consisted of
84 residual serum/plasma from 53
COVIBL9-positive patients by NAAT3
21 days postonset of symptoms (POS)

Age:NR

Gender(%female)NR

Patient selection40 samples
from NAATnhegative
presurgical patients, and 393
samples collected pre
December 2019 [299

noncrossreactivity: healthy (n ;

50), pregnant (n = 10), and
patients with various
conditions; 94 crosseactivity:
29 known
serological/autoimmune
marker

Age:NR

Test nameAbbott CoW2
IgG (ARCHITECT)

Platform: CMIA
EUA certifiedYes

CE certifiedYes

ReferenceCOVIBLY-
positive patients by
NAAT
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Gender (%ofemale)NR

86. | Author, year: Total Number of patients164 Patient selectionWe Test nameAAZ COVID | ReferenceEighty
Prazuck 202/@86] _ _ constituted a negative panel o] PRESTO eight serum samples
Patient selection262 serum samples
_ _ 120 sera, all collected before were collected from
Country:France collected in the Virology Laboratory of Platform: LFIA . .
) o November 2019, to assess the 54 patients with a
) BichatClaude Bernard and Saihbuis e . . .
Study DesignCase . . ) . i specificity, including samples | EUA certifiedNo confirmedCOVIB19
Uni versityHospitals both in Paris, Fran . . ) . .
Control for testing as part of routine N diagnosis by a positive
Age:median 52 clinical care (n = 56) and serur CE certifiedYes nasopharyngeal
. . samples corre sponding to a sample RT PCR
Gender (%female)33.40% crossreactivity panel (n = 64
Age:NR
Gender (Y%ofemale)NR
87. | Author, year: Total Number of patients522 Patient selection218 Test nameAcro Biotech | ReferenceAt entry

Puschel 202B7]
Country:Chile

Study DesignCase
Control

Patient selection:304 of these were
symptomatic adults who consulted at
these clinics between 8 April and 14 M
2020. They fulfilled the criteria defined
by the World Health Organization of
suspected cases or had any respiratory
symptoms at the time of the visit.

Age:42.5+15.3
Gender (%female)s3.6 %

Collection start date4/8/2020

asymptomatic individuals
belonging to highrisk groups,
such as close contacts of
confirmed cases, primary care
health personnel, or prison
officers working in highrisk
environments in the study
area, were also invited to
participate in the study

Age:NR

Gender (%female)NR

Platform: LFIA
EUA certifiedNo

CE certifiedYes

(day 1), all participantg
were tested for
COVIEL9 through a
standard RIPCR test
using a
nasopharyngeal swab
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Collection end date5/14/2020

88. | Author, year:Qiu Total Number of patients864 Patient selection:389 cases of | Test nameAutobio ReferenceRTFqPCR
202088] i i controls (norCOVIEL9 Diagnostics confirmed cases of
Patient selectionA total of 475 R-PCR . o
. . o patients) were enrolled from COVIBL19 individuals
Country:China confirmed cases of COVID individuals C e . Platform: CLIA
four medical institutions in
. and 389 cases of controls (n@OVIBL9 . . .
Study DesignCase . Hubei Province between EUA certifiedNo
patients) were enrolled from four
Control dical instituti in Hubei Provi January 20 2020 and March 1 N
medical institutions in Hubei Province | ;0,0 11 oce medical CE certifiedYes
between January 20 2020 and March 1 . . . .
R institutions included Zhongnan
2020. These medical institutions . : .
_ _ Hospital of Wuhan University,
included hongnan Hospital of Wuhan . .
. . . _ Wuhan Third Hospitalongren
University, Wuhan Third Hospital
Tongren Hospital of Wuhan University,| Age:45 (29;61)
Huang Gang Central Hospital and Heb o 0
City Center for Disease Control and Gender (%female}t2.42%
Prevention. All cases were adult
(agd 18) and the pregnant women we
excluded in this study.
Age:median (IQR) 60 (489)
Gender (Y%femaled7%
89. | Author, year: Total Number of patients456 Patient selection311 Test namePishtaz ReferenceThe
Rostamzadeh Patient selection111 hospitalized prepandemic normal serum Platform: ELISA diagnosis of COVIL®
2021[89] atient selection. ospitalize samples collected 2 years atiorm- was based on the

Country:lran

Study DesignCase
Control

COVIEL9 patients admitted in Dr.
Shariati hospital and 34 recovered
COVIBL9 patients recruited to
Bagiyatallah hospital included in the
present study.

before COVIEL9 pandemic
Age:NR

Gender (%female)NR

EUA certifiedNo

CE certifiedYes

clinical manifestations
including common
symptoms and signs,
chest CT scan,
laboratory findings, as
well as primegprobe-
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Age:The mean age of the hospitalized
COVIEL9 patients was 56 years

Gender (%female)42.30%

based reatime RT
PCR

90. | Author, year: Total Number of patients452 Patient selection:To evaluate | Test name linnovita Referencewith rRF
Saluzzo 20790] _ . . the specificity of the tests, 196 PCR performed on
Patient selection:128 symptomatic Platform: LFIA
_ ... | samples collected and stored nasopharyngeal swab
Country: COVIEL9 patients who resulted positive . . o L .
) before 2019 were included in | EUA certifiedYes (NPS) patrticipated in
. with rRFPCR performed on o
Study Design: nasopharyngeal swab (NPS) participat the analysis; 82 were from N the study
i th P . g g Participalt hatients in therapy for CE certifiedYes
Age:NR from healthy donors
Platform: ELISA
Gender(%female):32% Age:range 2148 .
EUA certifiedYes
Collection start date4/1/2020 Gender (%female)52.7 B
CE certifiedYes
Collection end date2/1/2021
91. | Author, year: Sy 9 Total Number of patients193 Patient selection’A subset of | Test nameEuroimmun ReferenceThe

202791]
Country:Turkey

Study DesignCase
Control

Patient selection:Serum samples were
obtained from SARS0\2 infected
patients admitted to three university
hospitals (Hacettepe, Ankara, and Ege
Universities) and Ankara Bilkent City
Hospitalbetween June 24 and
November 27, 2020. The patient group
consisted of 143 patients with positive
RTFPCR results, classic COYD
symptoms, and/or chest CT findings

50 serum samples that has
been obtained in 2019 from
anti-CMV, antHSV1, and anti
EBNA Igépositive patients and
a0 2 NB R, Weile useg as
pre-pandemic control samples

Age:NR

Gender (%female)NR

Platform: ELISA
EUA certifiedYes

CE certifiedYes

patient group
consisted of 143
patients with positive
RTPCR results, classi
COVIBLY symptoms,
and/or chest CT
findings
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Age:43 years (range: 287 years)
Gender (%female)s2%
Collection start date6/24/2020
Collection end date11/7/2020

92. | Author, year: Total Number of patients171 Patient selection:Specificity Test name 1ALLTEST ReferenceThe study
Serrano 202[92] _ _ . was calculated with 62 included 152 sera
Patient selection:The study included . Platform: LFIA . .
Countrv:Spai 152 : tients of which 109 available serum samples from from patients of which
ountry:Spain sera from patients ot whic 2018/19 EUAcertified: Yes 109 were RPCR
_ were RTPCR positive. -
Study DesignCase Age:NR CE certifiedy positive
Control Age:NR ' certmed.yes
Gender (%femaleNR
Gender(%female):NR (% N
Collection start date:3/15/2020 Test name 2Euroimmun
Collection end date4/23/2020 Platform: ELISA
EUA certifiedYes
CE certifiedYes
93. | Author, year:Serre | Total Number of patients125 Patient selection:36 from Test nameinnovita ReferencePatients

Miranda 202]93]
Country:Portugal

Study DesignCase
Control

Patient selection:This study includes 89

inpatients infected with SARSo\/2
(diagnosed and reonfirmed during
hospitalisation by RGPCR)

Age:Range: 3®6 years
Gender(%female):57.30%

healthy and HI\infected
individuals.

Age:Range: 3380 years

Gender (%female)44.40%

Platform: LFIA
EUA certifiedYes

CE certifiedYes

living in the Minho
region of Portugal whq
were inpatients at
Senhora da Oliveira
Hospital (Guimaraes)
or Braga Hospital,
admitted with COVID
19 (diagnosed by RT
gPCR at a reference
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laboratory; at least 2
positive RIgPCR
results were obtained.

94.

Author, year:Shen
202(94]

Country:China

Study DesignCohort

Total Number of patients150

Patient selectionPatients presenting to
Taizhou Public Healtedical Center,
Taizhou Hospital, Zhejiang province,
China between January 20, 2020 to
February 2, 2020. Patients meeting the
suspected cases criteriatndividual with
pneumonia that had related
epidemiological history. fever and/or
respiratory symptomsijmaging
manifestations of pneumonia; low or
normal whitecell count or low
lymphocyte count.

Age:NR
Gender (Y%female41%
Collection start date1/20/2020

Collection end date2/2/2020

Patient selectionNA
Age:NA

Gender (%female)NA

Test nameOutdo Biotech
Platform: LFIA
EUA certifiedNo

CE certifiedYes

ReferenceAt least
two different samples
were obtained from
each patient

95.

Author, year:Sisay
202195]

Country:Ethiopia

Total Number of patients200

Patient selectionOverall, 540
sequentially ordered clients were
screened with symptoms of COVID in
the study period. Among these, 200

Patient selectionunclear

Age:NR
Gender (Y%ofemaleNR

Test name ACON Biotech
Platform: LFIA

EUA certifiedYes

CE certifiedYes

Referenceagainst RT
PCR method
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Study DesignCase
Control

clients who were volunteer to partici
pate, gave written informed consent an
assent for parti cipation and having sig
and symptoms of COHI®

Age:median 27
Gender (%female)40%
Collection start date5/1/2020

Collection end date7/1/2020

96. | Author, year: Total Number of patients276 Patient selection'One hundred| Test nameMaglumi Referenceconfirmed
Soleimani 202[D6] Patient selecti ; i q Al YLX Sa 2001 Ay Platform: CLIA by using the
. atient selectionsymptomatic and. 19 negative subjects atiorm: O2NRB Yl @A Nz
Country:Belgium K2aLIAualf Al SR LI UA . Ara x A
. . EUA certifiedYes ASySaiA3a wsS
_ gPCR tests on nasopharyngeal swab | Age:mean age: 37.2 years
Study DesignCase . . . . assay nasopharyngea
Control samples and characteristic radiological Gender (%f eB0% CE certifiedYes swab
ontro fdzy3d LI GGSNY & & dzo( Gender (Wfemalero¥
opacity and/or bilateral involvement.
Age:mean age: 65.2 years
Gender (%female46.40%
Collection start date2/25/2020
Collection end date3/10/2020
97. | Author, year:Stein | Total Number of patients480 Patient selectionPre-outbreak | Test name 1Bio-Rad ReferenceAll

202197]
Country:Canada

Study DesignCase
Control

Patient selection:All 140 specimens
analyzed for sensitivity were confirmed
positive for SARS0V2 RNA by RPCR

samples utilized for specificity
were collected prior to
December 1, 2019 (Canada's
first reported case was Januar,
25, 2020) (maximum 240

Platform: ELISA
EUA certifiedYes

CE certifiedYes

specimens analyzed
for sensitivity were
confirmed positive for
SARS0V2 RNA by
RTPCR targeting the
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targeting the nucleocapsid or envelope
gene from nasopharyngeal swabs.

Age:NR
Gender (%female)NR

specimens). Croggactivity
was evaluated using serum
samples from patients who
tested positive by PCR

Age:NR

Gender (%female)NR

Test name 2Euroimmun
Platform: ELISA
EUA certifiedYes

CE certifiedYes

Test name 3BTNX
Platform: LFCIA
EUA certifiedNo
CE certifiedYes

nucleocapsid or
envelope gene from
nasopharyngeal
swabs.

98. | Author, year: Total Number of patients289 Patient selection24 patients | Test nameDiazyme DZ | Referenceconfirmed
Suhandynata i i who tested positive for LITE COVIBEL9diagnosis by
Patient selection'The SARS0V2 . . .
202(98] . . . antinuclear antibodies (ANA) ¢ a positive
positive patient cohort consisted of 54 . Platform: CLIA
Countrv: USA tients at Uni ity of California S anti-double stranded DNA nasopharyngeal
ountry: pg ents at University of Lafifornia san (dsDNA), 10 HIV positive EUA certifiedYes sample RPCR.
_ Diego Health (UCSD) .
Study DesignCase patients, 78 apparently healthy B
Control Age:NR subjects (no respiratory CE certifiedYes
. symptoms per selfeport), and
Gender (%female)NR 102 patient samples that had
Collection start date3/1/2020 been stored frozen
Collection end date4/1/2020 Age:NR
Gender (%female)NR
99. | Author, year:Tan Total Number of patients336 Patient selectionnegative Test name 1Abbott CoV | Reference: All had a

202099]

controls (n=163) obtained pre

2 IgG (ARCHITECT)

minimum of one real
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Country:Singapore

Study DesignCase
Control

Patient selectionWe collected a total of
336 nonduplicated residual serum
samples for the study that were
obtained from COVH29 confirmed
patients (n=173)

Age:NA
Gender (%female)NA
Collection start date:3/30/2020
Collection end date6/15/2020

December 2019 before the
COVIBEL9 pandemic.

Age:NA
Gender (%female)NA

Platform: CMIA
EUA certifiedYes

CE certifiedYes

Test name 2Siemens
ADVIA Centaur

Platform: CLIA
EUA certifiedYes

CE certifiedYes

time reverse
transcription
polymerase chain
reaction (rRIPCR)
respiratory sample
positive on our Cobas
6800SARSC 02
assay (Roche
Diagnostics,
Switzerland)

100. | Author, year:Tan Total Number of patients333 Patient selectionnegative Test nameAbbott Co¥2 | Referenceat least 1
2027100] . . controls obtained before IgG (ARCHITECT) positive RTIPCR
Patient selectionsamples between .
_ December 2019, before the respiratory sample
Country:Singapore | March 30, 2020, to May 15, 2020, from . Platform: CMIA . -
: . o COVIBL9 pandemic being positive on our
. COVIEL9 patients in our institution on .
Study DesignCase . . _ EUA certifiedYes cobas 6800 SARGV
the basis of at least 1 positive fRCR Age:NR
Control irat | -~ 2 assay (Roche
respiratory sample Gender (%female)NR CE certifiedYes Diagnostics, Rotkruez
Age:NR Switzerland)
Gender (%female)NR
Collection start date3/30/2020
Collection end date5/15/2020
101. | Author, year:Tang | Total Number of patients256 Patient selection:Control Test nameAbbott CoV2 | ReferenceThe Quidel

202(q101]
Country:USA

Patient selectioniResidual patient
specimens that had been sent to the
Barnes Jewish Hospital laboratory for

specimens included 80 patient
who were symptomatic but
PCR negative for SARSV2,

50 serum specimens collected

IgG (ARCHITECT)
Platform: CMIA

Lyra RIPCR assay tha
detects the SARGoV
2 nonstructural
Polyprotein (pplab)
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Study DesignCase
Control

physiciarordered complete blood count
in EDTA Vacutainer tubes (BD) were
utilized,103 specimens from 48 patient

and frozen in 2015 before the
emergence of SARSOV2, 5
specimens from patients with

EUA certifiedYes
CE certified¥es

was the primary
method used (limit of
detection 800

with confirmed COVI9 infection other coronaviruses confirmed copies/mL)
by molecular test
Age:NR
Age:NR
Gender (%female)NR g
Gender (%femaleNR
102. | Author, year:Tanis | Total Number of patients185 Patient selection:Specificity Test name 1Euroimmun | ReferenceSensitivity
2021[102] . . al YLX Sa oy T d &l YL Sa oy
Patient selection:Sensitivity samples Platform: ELISA q
Country: Belgium 6y I mMnTo0 6SNB 02 between January 1 and were taken from SARSY
’ ) December 26, 2019 from 20 | EUA certifiedYes CoVf2 reattime PCR
_ 7 and May 12, 2020 from patients . . . .
Study DesignCase hosnitalized for severe COVID who patients who received a - positive patients who
Control P g . quadrivalent influenza vaccine] CE certifiedyes developed COVHRO
tested SARE0V2 positive by reatime .
at least two weeks earlier, 11 | Test name 2Roche symptoms
PCR on nasopharyngeal samples at le ) . .
o patients clinically diagnosed | glecsys
ten days after initiation of COVAT® L . . :
! with viral respiratory infection,
symptoms. and seven patints with Platform: ECLIA
Age:Median: 60 years primary EpsteirBarr virus EUA certifiedYes
infection.
_ Age:Median: 22.5 years
Collection start date5/7/2020
_ Gender (%female)s5.80%
Collection end date5/26/2020
103. | Author, year:Theel | Total Number of patients205 Patient selection‘A total of Test nameAbbott CoV2 | ReferenceFDA EUA

202(103]

Patient selectionAmong the 56 COViD
19 RTPCReonfirmed patients, 33 were

149 healthy adult donor serum
samples collected in 2018, prid

to the SARE0\/2 outbreak

I9G (ARCHITECT)

Platform: CMIA

SARE 02 RTPCR
assay, performed on g
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Country:United
States

Study DesignCase
Control

hospitalized (inpatient group) and 23
were treated as outpatients (outpatient
group).

Age:range 2190

Gender (%female)46.40%
Collection start date3/1/2020
Collection end date4/1/2020

(stored at¢70°C) and 105
deidentified patient sera
submitted for testing as part of
routine clinical care in January
and early February 2020 were
evaluated

Age:NR

Gender (%female)NR

EUA certifiedYes
CE certified¥es

nasopharyngeal swab
specimen

104. | Author, year: Total Number of patients240 Patient selection:Specificity Test name 1Abbott CoV | ReferenceAll 176
Therrien 202104 _ _ and crosgeactivity of the 219G (ARCHITECT atients were
1104) Patient selection'SARS Coe¥ samples . y 96 ( ) P . .
o serological assays were confirmed positive for
Country:Canada (sensitivity panel; n = 176) were . Platform: CMIA . .
X i i evaluated using samples from SARS Ce¥ infection
_ collected from patients with various . . " .
Study DesignCase . . . patients with other laboratory | EUA certifiedYes by realtime reverse
clinical symptoms, including 156 sera . . . ] -
Control 420 ol | confirmed acute infections (n 3 N transcriptionPCR (RT
an plasma sampies 64) CE certifiedYes PCR) on
: nasopharyngeal
Age:mean 61 Age:NR p yng
der (Y%female)57% Specimens
Gender (% 0 Gender (%femaleNR Testname 2BTNX
Platform: LFCIA
EUA certifiedNo
CE certifiedYes
105. | Author, year: Total Number of patients177 Patient selection:Serum Test name 1Wantai Referencediagnosed

Traugott 202(0105]

Country:Austria

Patient selection:The study included
serum/plasma samples from 77
symptomatic patients with acute SARS
Co\22 infection (29 female, 48 male,

samples from 100 individuals
without SARE 02 infection

Platform: ELISA

EUA certifiedYes

by means of positive
PCR from
nasopharyngeal
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Study DesignCase
Control

median age, 63 years; age range¢9%
years; 1 sample per patient) diagnosed
by means of positive PCR from
nasopharyngeal swab/respiratory
secretion samples

Age:median age, 63 years; age range,
15¢92 years;

Gender (%female)37.66%
Collection start date2/27/2020
Collection end date3/30/2020

Age:median age, 49 years;
range, 2,93 years

Gender (%female)s0.00%

CE certifiedYes

Test name 2Euroimmun
Platform: ELISA

EUA certifiedYes

CE certifiedYes

swab/respiratory
secretion samples.

106. | Author, year:Tré Total Number of patients287 Patient selectioni79 samples | Test name 1NovaTec ReferencePatients
Hardy 202]106] _ _ . _ were included in the specificity Novalisa were considered
Patient selection:48 positive patients . . .
Countrv-Belai SAGK [ h+L5 s ¢ 4 analysis and were collected Platform: ELISA positive according to
ountry-Belgium gAd - M B - " ibeforel KS / h+L5mn anorm the results of the
_ FT2NJ / hxL5ntmd 6 SNB i o
Study DesignCase . . . EUA certifiedYes quantitative reverse
symptomatic patients who came to the| Age:NR ) e -
Control emeraency room fiad UNJ yaONR LIu
gency ' Gender (%femaleNR CE certifiedyes poIAyme[ase chain
Age:Median 72 Test name 2Bio-Rad NEIF OUA2 y o]
Gender (%ofemale}42% Platelia
Collection start date5/8/2020 Platform: ELISA
Collection end date6/9/2020 EUA certified.Yes
CE certified¥es
107. | Author, year: Total Number of patients1332 Patient selectionNR Test nameAbbott CoV2 | ReferenceWe

Turbett 202¢107]

Age:NR

19G

assessed sensitivity
using 128 serum
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Country:United
States

Study DesignCase
Control

Patient selectionTo evaluate serologic
test sensitivity, two sets of serum
samples from patients with laboratory
confirmed COVIR9 infection were
assembled. The retrospective CO\KD
positive serum set (n  101) was
assembled by reviewing medical recor
of 177 unique ptients for whom a
serum procalcitonin test had been
ordered during the COWVHIDO pandemic.

Age:NR
Gender (%female)NR

Gender (%ofemale)NR

Platform: CMIA
EUA certifiedYes

CE certifiedYes

samples from
symptomatic PCR
confirmed coronavirus
disease 2019

108.

Author, year:Van
Elslande 202008]

Country:Belgium

Study DesignCase
Control

Total Number of patients197

Patient selectionor analysis of
sensitivity and dynamic trend to
seropositivity, a total of 167 samples
from 94 patients who presented at the
University Hospitals Leuven with a
clinical suspicion of COVID in March
and April 2020, and who were diagnos
with COVIEL9. Only patients positive fo
SARE0V2 with realtime polymerase
chain reaction (RPCR) on
nasopharyngeal swabs (UTM®, Copan
Italy) and for whom residual samples
were available were included. FPICR
was performed using an-nouse
method complying with the WHO
guidelines

Patient selection:To assess
specificity, we selected sample
from 103 patients collected
before January 2020 as
negative controls. These
included (a) a diseagmntrol
group of 49 consecutive
patients with a respiratory
infection who had a PCR test
for respiratory pathogen

Age:NR

Gender (%female)NR

Test name 1Euroimmun
Platform: ELISA

EUA certifiedYes

CE certifiedYes

Test name 2Prima
Platform: ELISA
EUA certifiedYes

CE certifiedYes

Referencefor
analysis of sensitivity
and dynamic trend to
seropositivity, a total
of 167 samples from
94 patients who
presented at the
University Hospitals
Leuven with a clinical
suspicion of COVHDO
in March and April
2020, and who were
diagnosed with COViL
19.
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Age:Median: 67.5 years
Gender (%female)30%
Collection start date:3/1/2020

Collection end date4/1/2020

109. | Author, year:Van Total Number of patients333 Patient selection:The Test nameAbbott CoV¥2 | ReferencePCR
Elslande 202209] _ _ L specificity of the 19G anB IgG (ARCHITECT) confirmed
Patient selection:The longterm kinetics . .
. ) _ .~ | assay was determined in 110
Country:Belgium of antiS and antN were determined in Platform: CMIA
i left-over samples collected
_ 882 residual samples from 231 adult .
Study DesignCase . n before January 2020 that werg EUA certifiedYes
patients who were positive for SARS .
Control . previously used to evaluate thg -
CoV2 with RTPCR on nasopharyngeal e CE certified¥Yes
specificity of the Abbott IgG
swabsbetween March 9th and June .
. . anti-N assay
12th 2020, before the introduction of
SAR&C0V2 vaccines. Age:NR
Age:Range 2382 Gender (Y%ofemaleNR
Gender (Y%female)s1%
Collection start date:3/9/2020
Collection end date6/12/2020
110. | Author, year: Total Number of patients4590 Patient selectionA total of Test nameEuroimmun ReferenceBetween

VauloupFellous
2021110]

Country:France

Study DesignCase
Control

Patient selection2594 sera collected
from symptomatic patients with positive
SAR&0V2 rRTPCR on a respiratory
sample

Age:NR
Gender (%femaleNR

1996 serum samples expected
to be negative for SARS0V2,
as collected before the COVID
19 outbreak in France, were
also tested to assess specificit
This panel included 665/1996

Platform: ELISA
EUA certifiedYes

CE certifiedYes

March and May 2020,
2594 sera were
collected from
symptomatic adults
(not
immunocompromised)
previously diagnosed
with COVIEL9 by rRT
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Collection start date3/1/2020
Collection end date5/1/2020

000®Pxr0 GLIRGSY
aSN} ¢ O2ftSOGS
Age:NR

Gender (%femaleNR

PCR on a respiratory
sample

111. | Author, year:Velay | Total Number of patients325 Patient selection67 serum Test name 1EDI Referencelaboratory
2020111] , _ and 60 plasma samples from detection of SARS
Patient selectionA total of 325 sampleq . Platform: ELISA
, : negative controls CoV2 was performed
Country:France were used, including 55 serum sample . .
itali i : . EUA certifiedNo by RTPCR testing of
_ from hospitalized patients (panel 1),; | Age:NR
Study DesignCase -~ nasopharyngeal swab
143 serunsamples from healthcare CE certified¥es ; ;
Control : . Gender (%female)NR specimens according
workers (panel 2) diagnosed with COV L
. . . to current guidelines
19 at Strasbourg University Hospital . .
. i . (Institut Pasteur, Paris|
Platform: ELISA guidance)
Age:Range: 2193 years
EUA certifiedYes
Gender (%ofemale)s7.10%
CE certifiedYes
Collection start date4/1/2020
Collection end date5/9/2020
112. | Author, year:Wakita | Total Number of patients214 Patient selectionFor the Test nameNadal ReferenceAll patients

2021112]
Country:Japan

StudyDesign:Case
Control

Patient selectionBetween March and
June 2020, 114 serum samples were
collected from 34 COVAIO patients.
We classified patients into two groups
according to the WHO criteria: Group N
that included mild and moderate cases

negative control, 100 serum
samples collected from
outpatients without infectious
diseases between November
and December 2018 were use

Age:NR

Platform: LFIA
EUA certifiedYes

CE certifiedYes

were confirmed to be
positive according to
PCRbased testing of
SARE0V2 using the
Light Mix Modular
SARE0V2 (COVID
19) Ngene and Eene
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and Group S that included severe and
critical cases

Age:NR
Gender (%female)NR
Collection start date3/1/2020

Collection end date6/30/2020

Gender (%ofemale)NR

Test name 2Roche
Elecsys

Platform: ECLIA
EUA certifiedYes

CE certifiedYes

assay (Roche
Diagnostics, Tokyo,
Japan) or the 2019
Novel Coronavirus
Detection Kit
(Shimadzu, Kyoto)

113. | Author, year: Total Number of patients1080 Patient selectionspecificity Test nameAbbott CoV¥2 | Referenceronfirmed
Wehrhahn 202[1113] Patient selectionstored ¢ samples made of pr€OVID | IgG (ARCHITECT) patients with COVID
, atient selectionstored sera from 411, healthy adults 2019 57, 19 diagnosed by NAA]
Country:Australia confirmed patients with COV4I9 : Platform: CMIA .
) i hildren 2019 30,Cross as defined by local
_ diagnosed by NAAT as defined by loca o . -
Study DesignCase o reactivity (preCOVID) EUA certifiedYes guidelines
guidelines and also household contacts -
Control itive for 1aG by IFA in th 235,Crosseactivity (COVID N
seropositive for 1g% by TFA In the 143,ARI; COVIIOPCR negativ| CE certifiedYes
absence of NAAT being performed 118
Ageepn®dt NIFy3IS T1Tbyp Age:NA
0, 0,
Gender (%female}48% Gender (%female)lNA
114. | Author, year: Total Number of patients239 Patient selection:108 pre Test nameEDI Reference SARE oV
Whitman 202(114] i i COVIEL9 negative controls; 2 RTPCRpositive
Patient selectioni79 SARE0V2- Platform: ELISA oo
and 52 recent samples from individuals

Country:USA

Study DesignCase
Control

positive individuals in the UCSF/ZSFG
study ranged from 22 to >90 years of &
(Table 1). The majority of SARBV2-
positive individuals were Hispanic/Latir
(68%), reflecting the ZSFG patient
population and demographics of the

epidemic in 8n Francisco.19,20 Most

individuals whaunderwent
respiratory viral testing but
were not diagnosed with
Coronavirus Disease 2019
(COVIEL9)

EUA certifiedYes
CE certified¥Yes
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presented with cough (91%) and fever
(86%).

Age:Age, mean (S.D.) y 52.9 (15)
Gender (%female)32%

Age:NR
Gender (%femaleNR

115. | Author, year:Wolf Total Number of patients255 Patient selectionControls Test name 1Virotech ReferenceTo detect
2020115] ) ) L included 57 specimens of SARSC0V2 virus
Patient selectionhospitalized COVHDI . Platform: ELISA . .
. . employees of theentral fire particles, either
Country:Germany | patients admitted between March 6 ang , . . . .
brigade in Leipzig, Germany | EUA certifiedYes nasopharyngeal swab
. May 2, 2020 to the Department of . Do .
Study DesignCase Infectious Diseases/Tropical Medicine (blood withdrawal between - (Copan Liquid Amies
Control P '| March 28 and April 4, 2020) | CE certifiedes eSwabs, Brescia, Italy,
Nephrology and Rheumatology at . .
) ) o who were subjected to strict or pharyngeal lavage
Hospital St. Georg in Leipzig, Germany . .
hygiene measures to prevent _ specimens were
Age:Median: 64 years SARE0V2 spreading and Test name 2Euroimmun analyzed by RPCR.
without any known contact t .
Gender (%female)35.30% Platform: ELISA
Age:NR PSR
Collection start date:3/6/2020 J EUA certified.Yes
Gender (%femaleNR e
Collection end date5/2/2020 ( N CE certifiedyes
116. | Author, year:Wolff | Total Number of patients205 Patient selectionThe assay Test name 1VIDAS ReferenceA total of

2020116]
Country:Belgium

Study DesignCase
Control

Patient selection:A total of 111 sampleg
from symptomatic (n = 87) and
asymptomatic (n = 2430OVIBEL9

patients confirmed by gqRPCR were
tested.

Age:Range: 2688 years
Gender (%female42.30%

specificity was assessed by
testing residual serum sample
non-SAREC0V2 (n = 96)
collected before the pandemic
COVIEL9 from January to
February 2019.

Age:NR
Gender (%femaleNR

Platform: FEIA
EUA certifiedYes

CE certifiedYes

Test name 2Euroimmun

111 samples from
symptomatic (n = 87)
and asymptomatic (n 3
24) COVIE9 patients
confirmed by gR-PCR
were tested.
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Platform: ELISA
EUA certifiedYes
CE certifiedYes

117.

Author, year:
Yamamoto
2027117]

Country:Japan

Study DesignCase
Control

Total Number of patients154

Patient selectionThe COG samples
were composed of a total of 438 residu
serum samples from 54 COV1D
patients who were admitted to Kyoto
University Hospital, Kyoto, Japan from
April 2020 to January 2021.

Age:median 69.5
Gender (%female)24.10%
Collection start date4/1/2020

Collection end date1/1/2021

Patient selection;The NCG

samples included 100 of 1589

randomly selected serum
samples that were derived

from regional epidemiological
surveillance of COVADO from
September 2020 to October

2020 in Kyoto City, Japan.
Age:media 43
Gender (%femaled1%

Test name 1SHENZHEN
YHLO

Platform: CLIA
EUA certifiedYes

CE certifiedYes

Test name 2SuperFlex
PerkinElmer

Platform: CLIA
EUA certifiedYes

CE certifiedYes

Test name 3Roche
Elecsys

Platform: ECLIA
EUA certifiedYes

CE certifiedYes

ReferenceAll patients
were confirmed to
have COVIR9
infection by RIPCR
using saliva and/or
nasopharyngeal swab
samples.
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118. | Author, year:Yang | Total Number of patients370 Patient selection:Serum from | Test nameLluminex Reference:
2020118] . . _ . 256 preCOVIBEL9 healthy XMAP determined by RPCR
Patient selectionWe investigated 42 EI . .
Countrv:USA tients (120 les by CEFA and 11 blood donors collected before Platform: FIA (Altona Diagnostics
ountry: patients ( samp s .y a_m 2019 were used to validate thd '~ 2 o USA, Inc., Plain City,
Studv Desiane samples by MIA), in which 28 patients specificity of the MIA assay EUA certified’y OH)
c u ty | esignt-ase (106 samples by CEFA and 100 sampl certined.yes
ontro by MIA) were subsequently admitted | Age:NR CE certifiedYes
Age:56.5(16.0) Gender (%femaleNR
Gender (%female)21%
Collection start date:3/6/2020
Collection end date4/4/2020
119. | Author, year:Yang | Total Number of patients319 Patient selection73 Test nameAbbott Co¥2 | ReferenceRFPCR
2021119 specimens for the specificit IgG (ARCHITECT testin
1119] Patient selection246 samples were P o p oy 96 ( ) g
. studies include 38 dalentified
Country:USA collected on different days from 70 . Platform: CMIA
: ) i pre-pandemic (November 201¢
Studv Desiane patients who were diagnosed with - September 2019) heparin EUA certifiedy
udy DesIght-ase | covimg by the RPPCR test. . . certinied.yes
Control plasma specimens stored in o N
Age:NR lab, 30 pairs of remnant CE certifiedYes
. heparin and EDTA plasma frof
Gender (%female)NR randomly selected patients
without COVIEL9 diagnos
Age:NR
Gender (%female)NR
120. | Author, year: Total Number of patients171 Patient selection70 samples | Test nameNovaTec ReferenceThe
Yassine 204120] from healthy blood donors NovaLisa performance was
collected before 2019 and use assessed using
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Country:Qatar

Study DesignCase
Control

Patient selection:Serum samples were
selected from 101 RPCRconfirmed
COVIBLY patients, including: ICU
admitted patients (n = 35), hospitalized
non-ICUpatients (n = 45) and
convalescent samples collected from
COVIBEL9-recovered patients by the
Qatar Communicable Disease Center
(CDC) at HMC (n = 21)

Age:Median: 48 years
Gender (%female)4.90%

in previous studies were
utilized for the control group

Age:Median: 36 years
Gender (%female)8.60%

Platform: ELISA
EUA certifiedYes

CE certifiedYes

anonymous samples
collected from RPPCR
confirmed SAREB0\2
patients admitted to
Hamad Medical
Corporation (HMC)

121.

Author, year:Yun
2027121]

Country:Korea

Study DesignCase
Control

Total Number of patients334

Patient selectionretrieved 139 serial
serum samples from 4G0OVIB19
patients

Age:NR

Gender (%femaleNR
Collection start date3/1/2020
Collection end date10/1/2020

Patient selectionWe also
retrieved 195 serum samples
from healthy donors to assess
the negative percent
agreement (NPA), including 94
serum samples collected
before November 2019 (in the
preCOVIEL9 period) and 100
serum samples from organ
donors who tested negative fo
SARRSCOV2

Age:NR

Gender (%female)NR

Test nameAbbott CoW2
IgG (ARCHITECT)

Platform: CLIA
EUA certifiedYes
CE certified¥es

ReferenceAll
diagnoses were
confirmed by reatime
RFPCR
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122.

Author, year:Zervou
2027122]

Country:USA

Study DesignCase
Control

Patient selectiontwo groups of patients
GAGK t/ wnO2y FTANNSI
82 inpatients and 100 outpatients.

Age:61 (43;74)

Gender (%female)39%
Collection start date4/1/2020
Collection end date5/1/2020

Patient selection54 serum
samples that were collected
0ST2NBE (KS / hy
or from patients testing
yS3ariAdS F2NJ/
confirmed with other bacterial,
viral infections or autoimmune
diseases.

Age:NA
Gender (%female)NA

Test nameVirotech
Platform: ELISA
EUA certifiedNo

CE certifiedYes

Referencepatients
GAUK t/ wmO
[ htL5ntmd A
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Table s6Narrative summaries atudiesinforming question around performing serology testing in people with negative NAAT

Study Suspicion criteria PCR Serology test PCR vs Serology
Baron2020[123] N: 221 Timing:data Timing:data presented as days N:221
Liechtenstein presented as days | since onset of symptoms
Inclusion all but 94 patients diagnosewith since onset of Euroimmun
Cohort COVIBL9 in the principality of Liechtenstein durin{ Symptoms - Platform: ELISA <20 days
the first wave of the COVAID® pandemic up to 1. Roche COBAS | _artibody tvoe: 14G PCR-, 19G (+): 12/66 (18.18%)
April 23rd, 2020 were included in this study. 1000y type- 19% 51 davs
Diagnosis of COWI® was based on clinical 0890 -Antibodies targetSpike S1 g
syrr?ptoms and RPCR testing 2.BectonBD Max | - Approval: EUA, CE PCR-, 1gG (+): 16/155 (10.32%
3. Axon Lab
Exclusion non consent Cepheid GenXpert
Age median 39 years (range8&l) atf
- Platform: PCR
0,
Gender 51.3% Female - Gene target: NR
Disease severitylO patients were hospitalized to | - Approval: NR
receive oxygen supply and other treatment. Nong .
: ) : .| - Samples:
of the patients needed intensive care or mechanif
o nasopharyngeal
ventilation.
swabs
Asymptomatic: NR
Previous COVID19 infectioito
Previous COVID19 Vaccinatiddo
Buchholtz2021[8] | N: 256 Timing: serum Timing: serum samples were | N:256
Germany Inclusion Confirmedcases (26); all cases admittec Salflﬂpltez wer;—e 64 C?”?thet‘:]“p to 6? days from th
; collected up to start of the symptoms i
CaseControl at LMU Munich and PCR (+) 1. Euroimmun IgG
d?yr? from the start| 1 Eyroimmun IgG A 9
Inclusion Probable cases: 256; patiemdmitted of the symptoms - Platform: ELISA nti-spike
to the hospital of LMU Munich with possible - Antibody type: 1gG -PCR-, 19G (+): 1/256 (0.39%)
symptoms of SARSoVV2 but PCR- 1.NR - Antibodies target: Spike + Anti-nucleocapsid
_ -Platform: PCR | Nucleocapsid -PCRH, 1gG (+): 4/256 (1.56%)
Exclusion NR - Gene target: NR - Approval: CE,EUA
Age median 27 y.o. - Approval: NR
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Gender 62.1% female

Disease severity: NR
Asymptomatic: NR

Previous COVID19 infectioltR
Previous COVID19 Vaccinatiddo

- Sample: NR

2. Wondfo COVIEL9 Test for
total antibodies.

- Platform: LFA

- Antibody type: total AB
- Antibodies target: NR
- Approval: CE

2. Wondfo COVIEL9 Test for
total antibodies.

-PCR-j,total Ab (+): 0/256 (0%)

Chamkhi202714]
Tunisia
CaseControl

N: 443

Inclusion The Inclusio® N& (G S NA |
years2.Patients with any of the following
respiratory symptoms: cough, polypnea, dyspnea
and hypoxia.3.Positive result for RCR and/or
abnormal lung CT scan findings

Ay G

Exclusion Negative R'PCR and chest CT without
COVIBL9 suspicious findings.

Age 60.59 + 16.29

Gender 56.43% male

Disease severity:

Moderate CoViEL9: 246 (55.5%)
Critical CoViF19: 197 (44.5%)

(COVIEL9 was considered critical if any of the
following findings occurredOxygen saturation
Korz 2N F OdziS NBaLANI G
mechanical ventilation Shockultiorgan failure
requiring hospitalization in ICU)

Asymptomatic: NR

Previous COVID19 infectiohto

Previous COVID19 Vaccinatiddo

Timing:collected
between March
2020 and April
2021

1. PCR kit (Not
reported)

- Platform: NR
- Gene target: NR
- Approval: NR

- Sample:
nasopharynx

Timing:collected between
March 2020 and April 2021,
Median time to the first
serology sampling post
symptoms onset was 8 6
12.75]days.

1. Roche Elecsys AFBARS
CoV2

- Platform: CLIA

- Antibody type: Total AB

- Antibodies target: RBD and N
protein

- Approval: CE,EUA

2. Vidas SARGOV2

- Platform: LFA

- Antibody type: 1gG, IgM

- Antibodies target: S protein
- Approval: CE

3. Abbott SARE0V2 IgG

- Platform: CMIA

- Antibody type: IgG

- Antibodies target: N protein
- Approval: CE, EUA

4. Beckman Access SARB\2
19G

N: 443

1. Roche Elecsys AFBARSCoV
2

Anti-N protein
PCR-}, Total AB (+): 22/80
(27.5%)

Anti-RBD
PCR-}, Total AB (+): 3/5 (60%)

2. Vidas SARSOV2
PCRY, IgM (+): 15/33 (45.45%)
PCRY, IgG (+): 11/34 (32.35%)

3. Abbott SARE0V2 IgG
PCR-}, 1gG (+): 2/3 (66.6%)

4. Beckman Access SARSBV2
19G

PCR, IgG (+): 5/13 (38.64%)

5. Biosensor Standard F COVI[
19 IgM/IgG

PCR4, IgM (+): 1/6(16.66%)
PCR, IgG (+): 2/6 (33.33%)
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- Platform: CLIA

- Antibody type: IgG

- Antibodies target: RBD
- Approval: EUA

5. Biosensor Standard F COVII
19 IgM/IgG

- Platform: FIA

- Antibody type: IgG, IgM

- Antibodies target: N protein
- Approval: CE

test results in line with the national diagnosis and

1. ABI ViiA7 real
time fluorescent

- Platform: CLIA
- Antibody type: IgM, 1gG

- Antibodies target: Spike +

Charpentier N: 35 Timing:between Timing:between February 1 Overall: (N: 35)
2021124] February 1 and and March 30 202With a
France Inclusion HCW who experienced symptoms March 30 median duration between ] _ 0
CaseControl suggestive of COVAT®, for whom infection was: (i) 2020witha symptoms onset and serology PCRIgM (+): 1/35 (2.86 %)

either not documented (PCR test not performed) | median duration | sampling of 68 days (IGR6¢ | PCR- IgG (+): 4/35 (11.43%)

(ii) cleared (PCRst negative) between 78).

symptoms onset
i and PCR samplin

Exclusion NR of 5 days (IQszc 9 1. covigpresto® test rapid

Age median 43 years [IQR]32¢52 19). Covid19 IgG/IgM

Gender 76.3% female - Platform: LFA

; - - Antibody type: IgM, 1gG
Disease severity: NR y type: 1gM, 1g
N Y o 1. PCRtest(not | _aptibodies target: NR

Asymptomatlg.No Asymptomatic patients were | specified) - Approval: CE

included in this study - Platform: NR

Previous COVID19 infectioito - Gene target: NR

Previous COVID19 Vaccinatidio - Approval: NR
Chen2021[125] N: 34 Timing:from Timing:from January 21 to N: 34
China January 2110 | March 132020, PCR, IgM (+): 29/34 (85.2%)

' ' ini arc .

CaseControl Inclusion All subjects had clinical symptoms and | 1. IFlash3000 PCRA, 1gG (+): 31/34 (91.1%)
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treatment recommendations of COVID, 5th
edition, but were PCR negative.

Exclusion NR

Age from 22 to 98 years
Gender 43.87% male

Disease severity: NR
Asymptomatic: NR

Previous COVID19 infectiohto
Previous COVID19 Vaccinatiddo

guantitative PCR
system

- Platform: NR

- Gene target:
ORF1lab, N gene.
- Approval: NR

- Samples: NR

Nucleocapsid
- Approval: CE

SARE0V2 on RIgPCR.

- Gene target:

Cros2027126] N:51 Timing:between Timing: between 3 and 12 N:51
Singapore March 16,2020, weeks after the initial PCR test
' i and June 19, 2020 ;
Cohort Inclu_3|on Patlents aged_Zl a_nd abov_e Who_ were 1.GenScript cPass SARB\2 PCR4, Total Ab (+)0/51 (0%)
admitted to National University Hospital, Singapo }
- AL x & A « - Platform:ELISA
andhad- 0 t SFad 2yS ylaz2Ll)._ _ . . i
. 020l at { ! -Antibody type: Total Ab
swab at the entry to the studyere recruited L o .
2 Qualitative - Antibodies targetSpike
- Approval: CE, EUA
Exclusion patients who fulfilled the MOH'sase Assay PP A A s L
RSFAYAGAR2Y 2F | &dzLisg-PlaformPCR |HO®w2OKS 9f SOae
excluded from the study -Gene Larget: [ 2+TH
: ORFla - Platform: CLIA
Age median54 (2X%84 :
g . (2184) - Approval: NR - Antibody type: Total Ab
Gender 62.7% male - Samples: - Antibodies target:
Disease severityNR nasopharyngeal Nucleocapsid
Asymptomatic: NR swabs - Approval: CE,EUA
Previous COVID19 infectiohto
Previous COVID19 Vaccinatiddo
De Almeida N: 119 Timing:NR Timing: between March 1 and | N:119
2021127] August 7, 2020, median time
; ' ' ' i after symptoms onset: 11 (7.5,
Brazil |n(,:|L-JSIOI"I Papent; admitted to the Hospital de 1 XGENMaster SO ymp ( 1. Camtech COVHDI IgM/lgG
Clinicas, Universidade Federal do ParanalAERR), ) days. ) ;
CaseControl . S L CovIB19 Rapid Test Kit
Brazil, were eligible if they had tested positive fol
- Platform: NR
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Inclusion Patients admitted to the Hospital de
Clinicas, Universidade Federal do ParanalARR),
Brazil, were eligible if tested RPCR negative for
SARE 02 but fulfilled the World Health
Organization (WHO) clinical diagnostic case

ORFlab and N
genes
- Approval: NR

- Samples: oral and

1. Camtech COVHDO IgM/IgG
Rapid Test Kit

- Platform: LFA
- Antibody type: IgM, 1gG,

-PCRA, IgM (+): 6/12 (50%)
-PCRH, 1gG (+): 2/9 (22.2%)

-PCR, IgM/IgG (+): 7/12
(58.3%)

(Kanagawa, Japan) who gave consent to particip|

consecutive days,

. nasal cavity IgM/1gG
definitions for SARSo0V2. - Antibodies target: NR
. - Approval: CE 2. Wondfo COVIEL9 Test for

ExclusionNR total antibodies.

Age median :(IQR), 61.5: (47.5, 74.5) 2 Wondfo COVIELY Test for

Gender 50% males total antibodies. -PCR—%total Ab (+): 2/12

Disease severity: NR - Platform: LFA (16.67%)

Asymptomatic: NR —Ant?bod_y type: total AB

Previous COVID19 infectiohto -Ant|bod|e.s target: NR

- Approval: CE

Previous COVID19 Vaccinatiddo
Mirijello 2021[128] | N: 63 Timing:from Timing:from March to April N: 63
ltaly Inclusiony I 38 x my &SI NB 2 March to April 2020, serum sample was

; ; ; 2020, serum collected after at least 15 days

Cohort COVID Unit, as well as multiple negativeFCR anc samble was trom admission. or at folla y PCRY, IgG/IgM (+):

treated according to the COWAI® protocol or ple w ISsion, WIp 0

; T collected after at ; 26/63(41.3%)
deceased during hospitalization. Technogenetics SatGov2
. . least 15 days from serology
Exclusion consent denial admission, or at .
AgeNR follow-up. - Platform: LFA
- Antibody type: IgM, 1gG

Gender NR - Antibodies target:

Diseaseseverity: NR PCR analysis (NR)| Nucleocapsid

Asymptomatic: NR - Platform: NR - Approval: CE

Previous COVID19 infectiohtR - Gene target: NR

_ o - Approval: NR
Previous COVID19 Vaccinatiddo
- Sample: NR

Nakagama N: 149 Timing:Sera were | Timing:Sera were obtained N:149
2027129] obtained from the | from the entire cohort within 3

Inclusion HCWs at St. Marianna University Scho¢ entire cohort consecutive days, from 30 Jung _
Japan of Medicine, Yokohama City Seibu Hospital within 3 to 2 July 2020. PCRA, 19G (+): 23/149 (15.43%
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CaseControl in the study following a covid9 outbreak in April | from 30 June to 2
and May 2020 were recruited. July 2020. 1. Abbott SARSCOV2 IgG
Exclusion NR 1. PCRtest(not | _pjatform: CMIA
xcluston specified) - Antibody type: 1gG
Age NR - Platform: NR - Antibodies target:
Gender NR - Gene target: nucleocapsid proteirApproval:
Disease severityThe majority of symptomatic ?chez)(ilzrl).s;\?gene CE, EUA
COVIBL9 cases were mild to moderate illnesses, PP '
and only 1.6% HCWs requiregsDpplementation | - Samplesnasal | 5 aphott SARE0V2 IgG I
Asymptomatic: NR swabs Quant
Previous COVID19 infectioito - Platform: CMIA
. S - Antibody type: IgG
Previous COVID19 Vaccinatiddo - Antibodies target: Spike
protein
- Approval: CE, EUA
10. | Ozturk 2021[78] N: 320 Timing: between | Timing: between March 11 and N: 320
Turkey Hospitalized:All patients were inpatients from March 11 and Jung June 30, 2020 ,Serum samples pcR igM (+): 25/274 (9.12 %)
bAESRS mYSNI I FfAaaRrsdyYaNg| 30 2020 ,Serum | were obtained within @7 days ) .
CaseControl Research Hospital, samples were TNREY /h+L5nmMd PCR-] 1gG (+): 1/274(0.36%)
obtainedwithin@ | O2 Yy FANXYSR 08& w PCR{IgM/IgG (+): 31/274
0,
Inclusion Confirmed cases (46); all cases with P( 7 days from CT scan. (11.31%)
+) [h£L5nma |
O2Yy ¥ANXSH )
PCR and chest cT| 1. Singclean

Inclusion Probable cases: 274; cases presenting
with high clinical suspicion, typical CT scan findin
and epidemiological factors, for COVIB, but PCR

)

ExclusionNR

Age 54.14 (1890 years old)
Gender 50.6% male

Disease severity: NR
Asymptomatic: NR

scan.

M P
{!'w{m/ 2
R2dzo f S
gPCR

- Platform: PCR
- Gene target:
ORF1lab, N gene
- Approval: NR

T {
+ T
3 4

- Platform: LFA

- Antibody type: IgM/IgG
- Antibodies target:
Nucleocapsid protein

- Approval: CE
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Previous COVID19 infectioito - Sample:
Previous COVID19 Vaccinatiddo Combined
throat/nasal
swabs.
11. | Pan202(02130] N: 39 Timing:data Timing:data presented as days| Overall N: 39
China presented as days | since onset of symptoms -PCR, IgM (+): 9/3923.1%)
Inclusion Patients hospitalized at the Zhongnan | since onset of 1. Zhuhai Livzon Colloidal geld _ .
CaseControl hospital, between February 6 and February 21, | Symptoms based "PCRY, 19G (+): 15/39 (38.5%)
2020 with clinical diagnosis of COMIDwith 1. BioGerm PCR immunochromatographic (|CG) -PCR-Q, IgM or IgG (+): 17/39
radiological signs of viral pneumonia and negativ{ kit strip assay (43.6%)
PCR. - Platform: PCR | - Platform: LA At different times N: 22
Exclusion NR - Gene target: NR | - Antibody type: IgM, IgG 1-7 days: (N:9)
xclusion . P .
Age: Median 58 (26) - Approval: NR —ﬁntlbodulaségrget. NR -PCRH, IgM (+): 2/9 (22.2%)
e Median ears . - roval:
g y - Sample: Throat PP PCR, IgG (+): 419 (44.4%)
Gender Males (46%) swab
. o -PCR-}, IgM or IgG (+): 4/9
Disease severity: NR (44.4%)
Asymptomatic: NR 8-14 days (N: 6)
Previous COVID19 infectioilo PCRY, IgM(+): 2/6 (33.3%)
Previous COVID19 Vaccinatiddo PCR, 1gG (+): 4/6 (66.7%)
-PCR-}, IgM or IgG (+): 5/6
(83.3%)
XMp RI&@& O6bYTO
-PCR, IgM (+): 4/7 (57.1%)
-PCR-, 1gG (+): 5/7 (71.4%)
-PCR-}, IgM or IgG (+): 5/7
(71.4%)
12. | Perez Garcia N: 61 Timing:data Timing:data presented as days| Overall: (N: 61)

202(83]

Inclusion Patients hospitalized for at least 5 days
between February 9 and April 2, 2020, with clinic;

presented as days
since onset of

since onset of symptoms
median: 17 days

1. AllTest COXL9 IgG/IgM kit

PCR- IgM (+): 23/61 (37.7 %)
PCR IgG (+): 54/61 (88.5%)
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Spain and radiological symptoms of viral pneumonia an| symptoms median:| - Platform: LFA PCR-j IgM or IgG (+): 54/61
CaseControl negative PCR. 17 days - Antibody type: IgM, 1gG (88.5%)
1. VIASURE - Antibodies targetSpike + 0-7 days (N:0)
i _ Nucleocapsid
Exclusion NR g’g‘;‘?%’: 2 - Approval: CE No patients screened at this tim
AgeY ¢cT OpTbTo0 &SI NA PCR 8-14 days (N:15)
Detection Kit -PCRH, IgM (+): 5/15 (33.3%
Gender 73.8% males 2. Allplex 2019 §, 1IgM ( )' ( 3
Disease severityNon-severe pneumonia (65.6%), nCoV assay -PCRH, 19G (+): 13/15 (86.7 %)
severe pneumonia (32.8%), ARDS (4.9%) - Platform: NR -PCR-, IgM or 1gG (+): 13/15
Asymptomatic: NR - Gene target: NR (86.7%)
Previous COVID19 infectiohto - Approval: NR 1521 days (N:31):
Previous COVID19 Vaccinatidio -Sample: NR "PCR, 1gM (+): 14/31 (45.2%)
-PCR-, IgG (+): 30/31 (96.8 %)
-PCR4}, IgM or 1gG (+): 30/31
(96.8%)
HHbHYy RI &4 06bY
-PCR4}, IgM (+): 4/14 (28.6%)
-PCR4, IgG (+): 10/14 (71.4%)
-PCR-, IgM or IgG (+): 10/14
(71.4%)
> 28 days (N:1):
-PCR+}, IgM (+): 0/1 (0%)
-PCR4}, 19G (+): 1/1 (100.0%)
-PCR+}, IgM or IgG (+): 100.0 %
13. | Reich2021[131] N: 72 Timing from Timing:from March 13 to April | N: 72
Canada Inclusiony LI GASyda 3SR xm| March13toAprl | 17, 2020,Antibody testing was | pcRr, Total Ab (+)9/72 (0%)
CaseControl FOdzi S OF NB K2aLWRirt ¥z 17, 2020, E)e[formed on patients vynp o
(SaGSR o0& t/w F2NI {!w{lmod [A3k{asSNIzy 02ffSOUSY
evaluated. Patients with repeat NP sampling PCH ¢ A Y§ t / w | Mmonths after initial PCR test or
serology performed were included in the study | 19 assay Symptom onset.
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Exclusiontesting performed >40 days after
symptom onset

Age NR

Gender NR

Disease severity: NR
Asymptomatic: NR

Previous COVID19 infectioito
Previous COVID19 Vaccinatiddo

Platform: PCR
- Gene target: NR
- Approval: NR

- Samples:
nasopharyngeal
swabs

22020 at {
/| 2+1H v dzl
Assay

- Platform: PCR
- Gene target:
ORF1lab

- Approval: NR

- Samples:
nasopharyngeal
swabs

M® w2O0KS 9t SQC
[ 2+ TH

- Platform: CLIA

- Antibody type: Total Ab

- Antibodies target:
Nucleocapsid

- Approval: CE,EUA

14.

Rostamzadeh
2021132]

Iran
CaseControl

N: 145

Inclusion Confirmed cases (111); all cases admit
in Dr. Shariati hospital with typical CT scan findini
andepidemiological factors or PCR (+)

Inclusion recovered cases (34); all cases were
recruited to Bagiyatallah hospital, 14 days past th
recovery and PCR) (

ExclusionNR

Age Mean age of 56 years
Gender 42.3% female
Disease severity: NR

Timing:20 January
to 14 April 2020

data presented as
days since onset of
symptoms

1. Pishtaz Teb

- Platform: PCR

- Gene target: N
gene and RdARP
region

- Approval: NR

- Sample:
nasopharynx and

oropharynx

Timing:20 January to 14 April
2020 data presented as days
since onset of symptoms

1. Pishtaz Teb

- Platform: Elisa

- Antibody type: IgM, 1gG,
IgM/1gG

- Antibodies target:
Nucleocapsid protein

- Approval: CE

Overall N: 39
-PCR-], IgM (+): 14/39 (43.6%)
-PCR4}, 19G (+): 16/39 (41%)

-PCRH, IgM/gG (+): 17/39
(43.6%)

<7 days: (N:31)
-PCR+}, IgM (+): 11/31 (35.5%)
-PCR-}, IgG (+): 11/31 (35.5%)

-PCR>), IgM/IgG (+): 12/31
(38.7%)

> 7 days (N: 8)
-PCR+}, IgM (+): 3/8 (37.5%)
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Asymptomatic: NR
Previous COVID19 infectioilo
Previous COVID19 Vaccinatiddo

PCRY, 1gG (+): 5/8 (62.5%)
-PCR, IgM/IgG (+): 5/8 (62.5%

15.

Sacristan
2021133]

Spain
CaseControl

N: 50

Inclusion (n=36) Confirmed cases ;Patientish
SARE0V2 infection between 6 March and 1 Apri
2020 and PCR (+)

Inclusion (n=14) clinically diagnosed patients witk
pneumonia, showing clinical and radiographic
evidence compatible with COVID19 according to
5th edition of guideline on diagnosis and treatmel
of the novel coronavirus pneumonia and PER(

ExclusionNR

Age NR

Gender NR

Disease severity: NR
Asymptomatic: NR

Previous COVID19 infectioio
Previous COVID19 Vaccinatiddo

Timing: serum
samples were
obtained from
patients between 6
March and 1 April
2020.

1. gCoOVID-19
(Genomica,
Madrid,
Spain)

2. Allplex 2019
nCoV assay

3. CFX96E
(Bio-Rad)

- Platform: PCR
- Gene target: NR
- Approval: NR

- Sample: NR

Timing:median time between
PCR and serology was 11.4 da
for patients with (+) PCR and 4
days for patients with-{f PCR.

1. Covidl9 VIRCLIA

- Platform: CMIA

- Antibody type: 1gG, IgM/IgG
- Antibodies target: Spike +
Nucleocapsid

- Approval: CE

2. Abbott SAR€0V2 IgG
assay

- Platform: CMIA
- Antibody type: IgG
- Antibodies target: RBD

- Approval: CE + EUA

3. Wondfo® SARS0\2
Antibody

- Platform: LFA
- Antibody type: Total antibody
- Antibodies target: Spike S1/S|

- Approval: CE
4. AllTest CO\L9 IgG/IgM kit
- Platform: LFA

- Antibody type: IgM, 1gG,

Overall N: 14

1. Covidl9 VIRCLIA
-PCRY, 1gG (+): 7/14 (50%)

-PCR-, IgM/gG (+): 8/14
(57.1%)

2. Abbott SARE0V2 IgG assay
-PCR-, 1gG (+): 7/14 (50%)

3. Wondfo® SARS0\2
Antibody

-PCR, total Ab (+): 7/14 (50%)

4. AllTestCOV19 IgG/IgM kit
-PCR4}, IgM (+): 4/14 (28.6%)
-PCR-, 1gG (+): 7/14 (50%)
-PCR4}, IgMNgG (+): 7/14 (Stb)
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IgM/IgG
- Antibodies target:
Nucleocapsid

- Approval: CE
16. | Tawiah2021[134] | N: 305 Timing:data Timing:data presented as days| N:30
USA presented as days| since onset of symptoms <7 days
[ i since onset of
CaseControl Incl_u3|on Remngnt specimens were C(_)Ilected f_r0| 1. Abbott SARE0V2 1gG PCRA, 1gG (+): 1/47 (2.12%)
patients presenting to the Barnes Jewish Hospita| Symptoms - Platform: CMIA
ED between August 29, 2020 and September 19/ 1. NR oo : 7-13 days
2020 who tested negative for SARSERNA by —Ant!bod_y type: 19G . PCRH, 1gG (+): 1/20 (5%)
nasopharyngeal swab collected within 4 hours of| ~ P atform: NR - Antibodies target: N protein 9 ' ’
pharyng - Gene target: NR | - Approval: CE, EUA >14 days
presentation. A L NR
- Approval. PCR4, 1gG (+): 0/67 (0%)
Exclusion NR i Samrl)qle: I
nasopharyngea
Age NR swab
Gender NR
Disease severity: NR
Asymptomatic: NR
Previous COVID19 infectioito
Previous COVID19 Vaccinatiddo
17. | Van Praet N: 17 Timing:data Timing:data presented as days N: 17
2027[135] presented as days | since onset of symptoms 1. Euroimmun
Belgium Inclusion patients admitted to the AZ Sidan since onset of 1. Euroimmun _
: . 0-14 days :
CaseControl BruggeOostende, in Belgium between March 9 | Symptoms - Platform: ELISA
2020 and April 5 202@ith high clinical suspicion o  Antibody tvpe: 10G -PCR, 19G (+): 7/17 (41.1 %)
moderate orsevere Covidl9 with negative RPCR y ype- 19 > 14 days :

test on the first nasopharyngeal swab.

ExclusionNR

Age median age 68 years
Gender 61% male
Disease severity: NR
Asymptomatic: NR

1. laboratory
developed PCR.

- Platform: NR

- Gene

target: NandRdRp
genes.

- Approval: NR

- Sample: NR

- Antibodies targetSpike S1
- Approval: EUA, CE

2. Abbott Architect
- Platform: CMIA

- Antibody type: IgG
- Antibodies target:

-PCR4}, 19G (+): 9/17 (52.9%)
2. Abbott Architect

0-14 days :

-PCR4}, 19G (+): 9/17 (52.9%)
> 14 days :

-PCR4}, 19G (+): 9/17 (52.9%)




IDSA Guidelines on the Diagnosis of C&@t[5erologic Testing

Supplementary Materials

Previous COVID19 infectioflo
Previous COVID19 Vaccinatiddo

Nucleocapsid
- Approval: EUA, CE

3. Novatec

- Platform: ELISA

- Antibody type: IgG
- Antibodies target:
Nucleocapsid

- Approval: CE

4. Vircell

- Platform: ELISA

- Antibody type: IgG

- Antibodies targetSpike +
Nucleocapsid

- Approval: CE

3. Novatec
0-14 days :
-PCRH, 1gG (+): 7/17 (41.1 %)
> 14 days :
-PCR-, I1gG (+): 9/17 (52.9%)

4. Vircell

0-14 days :

-PCR-, 1gG (+): 9/17 (52.9%)
> 14 days :

-PCR-, IgG (+): 9/17 (52.9%)

18.

Yokoyama
2021136]

Japan
CaseControl

N: 79

Inclusion Confirmed cases (26); all cases with P(

(+)

Inclusion Probable cases: 53; subjects with
respiratory symptoms, a history of overseas trave
or a highrisk contact with aonfirmed COVIRQ9

case but PCR)(

Exclusion NR

Age NR

Gender NR

Disease severity: NR

Timing serum
samples were
collected between
April 22, 2020, and
June 22, 2020.

1. NR

- Platform: NR
- Gene target: NR
- Approval: NR

Timing: serum samples were
collected between April 22,
2020, and June 22, 2020he
mean days (xS.D.) between thg
antibody test and the onset of
the symptom or the PCR test
were 11.3 (x6.70) or 5.67
(x5.67) days, respectively.

1. YHLO SAR®\2 IgM and
1gG

- Platform: CLIA
- Antibody type: IgM, IgG.

- Antibodies target: Spike +

N: 79
-PCR4}, IgM (+)1/53(1.88%)
-PCR4}, 19G (+)0/53 (0%)
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Asymptomatic: NR
Previous COVID19 infectioilo
Previous COVID19 Vaccinatiddo

Nucleocapsid
- Approval: CE

19.

Zha0202(137]
China
CaseControl

N: 172

Inclusion Patients admitted to Shenzhen Third

t S2LX SQa |1 2aLAiGrt oSag
with clinical and radiological criteria for COMI®
and PCR confirmed at leastce during
hospitalizatio) who had negative results on repeg
PCR.

ExclusionNR

Age median 48 years

Gender 51.7% females

Disease severity: NR
Asymptomatic: NR

Previous COVID19 infectioito
Previous COVID19 Vaccinatiddo

Timing:data
presented as days
since onset of
symptoms

1. PCR test (not
specified)

- Platform: NR

- Gene target: NR
- Approval: NR

Timing:data presented as days
since onset of symptoms

1. Wantai SAREOV2 Ab
ELISA

- Platform: Elisa

- Antibody type: IgM, 1gG, Total
antibodies

- Antibodies target: S, N proteir|
- Approval:CE, EUA

Total:N: 173
RNA (+): 112/173 (64.7%)

RNA (+) oBerology (+): 172/173
(99.4%)

1to 7 days
RNA (+): 58/87 (66.7%)

RNA (+) or Serology (+): 74/94
(78.7%)

8 to 14 days
RNA (+): 67/124 (54.0%)

RNA (+) or Serology (+): 131/13
(97.0%)

15 to 39 days
RNA (+): 25/55 (45.5%)

RNA (+) or Serology (+): 90/90
(100%)
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Table 8. Narrative summaries atudiesinforming question around performing serology testing in people with suspected MISC

Study PIMS Suspicion Criteria Patients Characteristics Serology Test/ Results
Belhadjer 2020138] | Inclusion Criteria Patients included are all| N: 35 1. CIA (not specified)
France C?'Idrin adtm|tt(_edﬂto the ?osplttaltm(tfh SI9N Hospitalized:Patients admitted to 12 hospitals in France and 1 hospital | - Platform: CIA

; or mulusystem inflammatory state (Iever, | gyitzerland between March 22, and April 30, 2020. : .

Case Series and elevated CRP) associated with acute _ P - Antibody type: '99
heart failure (left ventricular systolic Age Median 10 years —Antlbodle.s target: NR
dysfunction), or cardiogenic shock. Gender 51% males - Approval: NR

Race NR IgM: 2/35 (5.7%)
PCR testingNP swab: 34% positive, fecal PCR:6% positive I9G: 28/35 (80%)
Past COVIR9 exposure13/35 reported a recent contact with suspected IgA: 25/35 (71.4%)
COVIEL9 patients (within the past 4 months)
Patients presenting symptomgever (100%), Gl symptoms (80%),
respiratory distress (65%) rash (57%),
Impaired Myocardial FunctionEchocardiogram showed EF <30% (10/35
EF between 309%0% (25/35), global left ventricular hypokinesia (31/35)
coronary artery aneurysm (0/35)
PICU admissiort00% (2/3 required mechanical ventilation)
Laboratory resultsCRP (baseline): 241 mg/mL
Treatment:IVIG (25/35), IV steroids (12/35);1lreceptor antagonist
(3/35), heparin (23/35)
Outcome:28/35 (80%) discharged

Dufort 202(q139] PIMScriteria: A confirmed case should N: 99 1. NR

USA meet clinical and laboratory cnt_erla, and g Hospitalized:100% - Platform: NR

) suspected case should meet clinical and ]
Case Series Age 05 years (31%),-62 years (42%), 120 years (26%) - Antibody type: 1gG

epidemiological criteria.

Clinical signs: Hospitalized patient aged <
with 1 day or more of subjective or
objective fever and either one of the
following signs: hypotension, shock, signs

of severe cardiac illness, or signs of other

Gender 54% male
Race Black (31/78), Asian (4/78)
PCR testing50/98 positive

- Antibodies target: NR
- Approval: NR

IgG: 76/77 (99%)




IDSA Guidelines on the Diagnosis of C&@t[5erologic Testing
Supplementary Materials

severe enebrgan damage, or at least two
of the following; maculopapular rash,
bilateral norpurulent conjunctivitis, signs
of mucocutaneous inflammation (hands,
feet, or mouth), or Gl symptoms, and the
absence of a more possible etiology.

Laboratory signs: Elevated inflammatory
markers (at least 2 markers elevated), an|
a positive COVHDI lab test (PCR within th
last 4 weeks, or Serology test anytime).

Epidemiological criteria: Either close
contact, with a confirmed or suspected
COVIEL9 case, and/or travel to a hotspot.
Both should be within the previous 6
weeks.

Past COVIE19 infection:Within the past 6 weeks, 24% had viral like iling
38% had exposure to a confirmed CO¥fcase, 22% had exposure to a
suspected COVIIO case.

Patients presenting symptomg:ever (100%), Gl symptoms (80%),
dermatologic symptoms (62%), mucocutaneous signs (61%)

Echocardiogram51/93 had some degree of ventricular disfunction, 9%
showed coronary artery aneurysm.

PICU admissior80% admitted to the ICU, mechanical ventilation (10%).
Laboratory resultsCRP median 21.9 mg/dI, ferritin median 522 ng/mL.
Treatment: IVIG (70%), glucocorticoids (64%), vasopressors (62%).
Outcome:Death (2%)

Feldstein, 202(140]
USA
Case Series

PIMS criteria Hospitalized patients (age
<21), with fever, laboratory evidence of
inflammation, multisystem organ
involvement (at least 2 systems involved)
with either positive PCR, positive serology
or history of contact with suspected or
confirmed COVID9 cases.

N: 186

HospitalizedPatients were hospitalized in 53 hospitals between March
2020, to May 20, 2020.

Age median8.3 years

Gender 62% males
Race 25% black, 19% white, 31% Hispanic, 5% other race, 22% unkno
PCR testing73/181 (40%)

Past COVIR19 exposurel4 patients had symptoms of COVIBD with
median period between COUI® symptoms and PMIS symptoms onset
was25 days (range, 6 to 51)

Patients presenting symptomgzever (100%), Gl symptoms (91%), bilatg
conjunctival injection (55%), oral mucosal changes (42%), peripheral
extremities changes (37%), rash (59%).

1. NR
- Platform: NR

- Antibody type: NR
- Antibodies target: NR
- Approval: NR

Positive: 85/131 (65%)
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Impaired Myocardial Function:

PICU admissiorB0% admitted to PICU, 20% required mechanical
ventilation,

Laboratory resultsElevated CRP (91%), elevated ferritin (61%)

Treatment:IVIG (77%), IV steroids (49%% linhibitor (8%), H1 receptor
antagonist (13%)

Outcome:70% discharged, 2% died, 28% still hospitalized.

Grimaud, 202(141]
France
Case Series

PIMS criteri¥ ¢ KA & &G dzR@
PIMS or Kawasaki disease definition. It
includes all patients admitted to the PICU
with fever, shock, and a suspected COVII
19 infection.

N: 20

Hospitalized: All patients (< 18) admitted to the PICU with shock, fever
a suspected SARRV2 infection between April 15th and April

27th, 2020.

Age median 10 (2.815)

Gender 50% male

Race NR

PCR testing50% positive

Past COVIR19 exposurePrevious viral like illness or contact with a
suspected Covisncp OF aS 41 ay Qi NBLRZ2NISR®
Patients presenting symptoms\one fulfilled the typical Kawasaki diseas
definition. However, the most common symptoms were fever (100%),

severe abdominal pain (100%), vomiting (100%). Hypotensive (100%),
systematic inflammation (100%), acute myocarditis (100%) and rash (5

Impaired Myocardial Function:
PICU admissiort00%
Laboratory results:

Treatment:IVIG (100%), Corticosteroids (10%, Heceptor antagonist
(5%), antilL-6 monoclonal antibody (5%)

Outcome:All patients were discharged from the PICU.

1. Euroimmun IgA, 1gG
- Platform: Elisa

- Antibody type: 1gG, IgA
- Antibodies target: NR
- Approval: EUA

Serology testesults: 15/20
positive for both IgA and IgG




IDSA Guidelines on the Diagnosis of C&@t[5erologic Testing
Supplementary Materials

Toubiana, 202[142]
France
Case Series

PIMS criteria This study included all
patients presenting with Kawasakie
syndromebetween 27 April and 11 May
2020

Kawasaki CriteriaDefinition based on the
2017 American Heart Association criteria
for complete and incomplete Kawasaki
disease.

N: 21

Hospitalized:All patients presenting tohie general pediatric department o
Necker Hospital for Sick ChildrienParis during COUI® pandemic.

Age Median:7.9 (3.716.6)
Gender 57% females
Race NR

PCR testing38% positive

Past COVIR9 exposuret  GASy iaQ LI NByida NBL]
school, social gatherings, aveled since lockdown implementation.
Recent viral like syndromédadache, cough, coryza, fever for less than 4
hours) was reported in 9 patients. History of exposure to a suspected
COVIEL9 case (10/21)

Duration between viral like syndrome and KawasdHiie syndrome onset:
Median:45 (range 1879) days

Duration between exposure to suspected COVID case and Kawasaki
like syndrome onsetMedian: 36 (range 185) days.

Patients presenting symptomg?atients fulfilled complete (52%) or
incomplete Kawasaki definition (48%)

Impaired Myocardial FunctionAneurysm (0%).

PICU admissior81% were admitted to the PICU. Mechanical ventilation
(52%), Inotropic agents (71%)

Laboratory resultsCRF253(89-363) mg/L.
Treatment:IVIG (100%), steroids (48%¥pirin (100%), antibiotics (86%)
Outcome:all survived

Serology test:

Architect SARE0V2 Abbott
core lab.

- Platform: CIA

- Antibody type: IgG

- Antibodies target: NR

- Approval: EUA

IgG: 19/21 (90.5%)

Verdoni, 202(143]
Italy
Case Series

PIMS criteria This study included patients
presenting Kawasakike syndrome in the
Italian epicenter of COVAD9,

Kawasaki CriteriaDefinition based on the
2017 American Heart Association criteria
that divides patients into two categories.

N: 10

Hospitalized: Patients diagnosed with Kawasaki disease admitted to the
General Paediatric Unit of Hospital Papa Giovanni XXIII (Bergamo, Italy
between Jan 1, 2015, and April 20, 2020.

Age Range (2.6)
Gender 70% boys
Race NR

1. NADAL COVH9 IgG/IgM
Test

Platform: LFIA

- Antibody type: IgM,lgG
- Antibodies target: NR
- Approval: CE

IgM: 3/10 (30%)
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/ t-aaArx0 YlgltallAyY 7
more clinical criteria including bilateral
bulbar nonexudative conjunctivitis,
changes of the lips or oral cavity, non
suppurative laterocervical
lymphadenopathy, polymorphic rash,
erythema of the palms and solefirm
induration of the hands or feet, or both)
and incomplete types.

LyO2YLX SGS YIF gl al {7
+ 2 or 3 of the complete Kawasaki
symptoms.

PCR testing3/9 positive. (1 not done)

Past COVIR19 exposure5/10 patients had contact with a suspected or
confirmed COVIR9 case.

Patients presenting symptomsClassic Kawasaki (50%), Incomplete
Kawasaki (50%)

Impaired Myocardial FunctionAbnormal echocardiography signs (60%)

PICU admissiorithe number of patients admitted to the PICU was not
reported, however, 2 patients required inotropes.

Laboratory resultsElevated CRP (100%), elevated Ferritin (5/9) (55%)
Treatment:IVIG (100%), Aspirin (20%), Methylprednisolone (80%)
Outcome:Discharged

IgG: 8/10 (80%)
IgM or 1gG: 8/10 (80%)

Whittaker,
202(144]

UK
Case Series

PIMS criteria Patients meeting the UK,
CDC, or WHO PIMS criteria without proof
SAREC0V2 exposure.

Kawasaki Disease criteri&merican Heart
Association criteria; Persistent fever and 4
of 5 mucocutaneous features (erythema
and cracking of lips, strawberry tongue
and/or erythema of oral and pharyngeal
mucosa; bilateral bulbar conjunctival
injection without exudate; rash
[maculompular, diffuse erythrodermal;
erythema and edema of the hands and fe
in acute phase and/or periungual
desquamation in subacute phase; and
cervical lymphadenopathy [>1.5 cm
diameter])

N: 58 (including 8 patients from Riphagen study)

Hospitalized:All patients were hospitalized between 23rd Mag@6thth
May 2020.

Age Median 9 years (3 month47 years)

Gender 57% females

Race: black (38%) or Asian (31%), White (21%), other (10%).
PCR positivel5 patients (26%)

Past COVIE19 exposure 45/58 (78%) (PCR or Serology positive)

Patients presenting symptomgzever (100%), Sore throat (10%), headag
(26%), abdominal pain (53%), erythematous rash (52%), conjunctival
injection: (45%), lymphadenopathy (16%), mucus membrane changes i
cracked lips (29%), swollen hands and feet (16%),

Severe case®ICU admission (50%), AKI (22%), shock requiring Inotrof
support (47%), mechanical ventilation (43%):

Laboratory resultsCRP 229 (15838) mg/L, Ferritinc m 1 > 3-k2B0) 0

Treatment:IVIG (71%), Corticosteroids (64%l Heceptor antagonist
(5%), Infliximab (14%)

Outcome:Coronary artery aneurysm (14%), Death (2%)

1. EDI COVHIO IgG ELISA K
- Platform: Elisa

- Antibody type: IgG
- Antibodies target: NR
- Approval: CE

IgG: 40/46 (87%)
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Riphagen 202q145]
UK
Case Series

Study population included in Whittaker
study.

Mamishi, 2021146]
Iran
Cohort

MIS-C(multisystem inflammatory
syndrome in children):diagnosis according
to the following criteria: 1) history of close
SAREC 02 contact, 2) the presence of
fever > 38&a2C) lasting for more than 24,
3) signs/symptoms of at least 2 organ
involvement, 4) laboratory results
displaying systemic inflammation

N: 39 with MISC

Hospitalized:All hospitalized (February 202@anuary 2021)
Age median 5 (all)

Gender NR

Race NR

PCR testingl0/39 (26%)

Patients presenting symptomg:ever, cough, tachypnea, and vomiting
were listed as the most common clinicahnifestations.

Severe casefNR
Laboratory resultsNR
Treatment:NR

Outcome:NR

1. ELISA
- Platform: Pishtaz Teb

- Antibody type: IgG, IgM
- Antibodies target:
Nucleocapsid

- Approval: CE
1gG:8/39 (20%)
IgM: 2/26 (7%)

Sweeney, 202[1147]
UK
Case Control

PIMS (Hyper inflammatory Kawasalkke
syndrome) criteria Patients meeting the
UK, CDC, or WHO PIMS criteria without
proof of SARE0V2 exposure.

Kawasaki Disease criteri&merican Heart
Association criteria; Persistent fever and 4
of 5 mucocutaneous features (erythema
and cracking of lips, strawberry tongue
and/or erythema of oral and pharyngeal
mucosa; bilateral bulbar conjunctival
injection without exudate; rash
[maculompular, diffuse erythrodermal;
erythema and edema of the hands and fe

in acute phase and/or periungual

N: 30 with suspected PIMS
Hospitalized:Yesc all (from May 29, 2020)
Age mean 8 years old

Gender 46% Females

Race NR

PCR testingl/30 positive

Past COVIR19 exposureNR

Patients presenting symptomg:ever, Gl symptoms, overlapping
hyperinflammation with either typical or atypical Kawasaki disease,
overlapping symptoms of Hypérflammation and toxic shock syndrome,
and rash.

Vaccination statusNR

LFIA

-Platform: SureScreen
-Antibody type: IgM, IgG
- Antibody Target: NR

- Aproval: CE

IgM: 3/30 (10%)

IgG: 11/30 (36.6%)
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desquamation in subacute phase; and
cervical lymphadenopathy [>1.5 cm
diameter])

Impaired Myocardial FunctionNR
PICU admissioMIR

Laboratory resultsNR
Treatment:NR

Outcome:NR
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Table s8Narrative summaries studiesinforming question around performing serology testing in people with history of OV#ikection

serology testing, out of which42tested
negative and7 tested positive.

Symptoms status at the time of testing:
Mixed Symptomatic and Asymptomatic

Vaccination Statustnvaccinated
Presence of a comparison grouges

of October for infection with COVID
19 using PCR testing.

Serology test: SAREC0V2 1gG test kit
(Pishtaz TebDiagnostics, Tehran, Ir
targeting the IgG antibody against th
nucleocapsid (N) antigen

# Author, Year Patients Characteristics Methodology Outcomes and Results
1. | Addetia 202(0148] 120individuals on a fishery vessel with an After ship returned to the shore, a| In theseronegativeindividuals,
Cohort outbreak underwent pedeparture 120 individuals underwent RHCR| 14/117 were infected12%)
serolo_gmatestmg, out of y\_/h|chL17tested testing In the sergpositive individuals, 0/3
negative and tested positive. Serology tess: Neutralization assay{ were infected(0%)
Symptoms status at the time dPCR with spike pseudotyped lentivira
testing: Asymptomatic particles
Vaccination Statustnvaccinated
Presence of a comparison groujges
2. | Ali202 829 patientsadmitted to Qala Hospital, Patients were followed upbetween | In theanti-nucleocapsid
Cohor{149] Kalar, Kurdistan region, Iragnderwent the last week of May until the middl¢ seronegativeindividuals, 25/87

were reinfected(29%)

In theanti-nucleocapsid
sergpositive individuals, 1/742
were reinfected(0%)

3. | Atti 2022[150]
CaseControl

Cases23 individuals with reinfectionisy
15th July 2021 in the form ofew positive
PCR test deast 4 weeks after their first
antibody-positive result

Controls:92 individuals with no PCR
reinfection detectedControls were
matchedto caseson the criteriaof gender
age geographic region and estimated timg
of primary infection

Symptoms status at the time of
reinfection: Mixed Symptomatic and
Asymptomatic

Vaccination StatustUnvaccinated

Antibody levels for spike an
nucleocapsid were reviewed for bot
cases and controls.

Anti-S levels were significantly
higher in controls (p = 0-001) than
in caseswhile no significant
difference was observed f@nti-N
(p=0-29)

In the conditionalogistic
regression modeldoubling in anti
S levels was associated with a
significantreduction in odds of
reinfection of 37% (OR 0-63, ClI
0-470-85, for doubling levels); suc
association has not been found for
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Presence of a comparison groujges

anti-N levels (OR 0-88, Cl 0-1305,
for doubling of levels)

4. | Hanrath2020[151]
Cohort

11,175health careworkers (HCW) at
Newcastleupon-Tyne Hospitals (NUTHt)
the United Kingdonunderwent serology
testing between March 10, 2020, and July
6, 2020, out of whicii0,137tested
negative andlL,038tested positive.

Symptoms status at the time of testing:
Mixed Symptomatic and Asymptomatic

Vaccination Statustnvaccinated
Presence of a comparison groujges

Patients were followed upbetween
July 7, 2020, and November 20, 20
for infection with COVIER19 using PCH
testing.

Those with a positive antibody assay
were considered to be at risk for
infection (or reinfectionfrom 60 days
after their first positive antibody

Serology tess: SARE0V2
nucleocapsid Ig@n the Roche Anti
SAR&0V2 1gG assay.

In theanti-nucleocapsid
seronegativehealth care
2,115/10,137 underwent PCR
testing, and 290/2115 tested
positive(13.7%)

In theanti-nucleocapsid

seropositivehealth care 128/1,038
underwent PCR testing, and 0/128
tested positive(0%)

5. | Hange 202p152]
Cohort

3,806non-vaccinated Danish blood donorg
with a history ofa positive PCR test were
tested for SARE0V2 antibodieshetween
week 41, 2020, through week 26, 202Lt
of which3,585tested positive an@21
tested negative.

Symptoms status at the time of testinddR
Vaccination Statustnvaccinated
Presence of a comparison groujges

Patientswere followed up between
week 41, 2020, through week 26,
2021

Donors were considered +iefected if
they had 2 positivéCR tests at least
3 months apart

Serology tess: Wantai SARE0V2 Ab
ELISA assaysletecting antibodies
against the receptebinding domain
of the SARE0V2 spike protein

Seroconversion ratio in those with
history of positive PCR4.2%

In theanti-spikegseronegative
donors, the rate of reinfection was
4,332/100,000 persofyears

In theanti-spikecseropositive
donors the rate of reinfection was
4,40/100,000 personyears

Incidence rate ratio0.102; 95%
confidence interval, 0.03 to 0.44;
P=0.002)
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6.

Lumley 202]153]
Cohort

12,541 health caravorkers (HCW) at
Oxford University Hospitala the United
Kingdomunderwent serology testing
betweenMarch 27, 2020and April 23,
2020 out of which11,364tested negative
and1,265tested positive

Symptoms status at the time of testing:
Mixed Symptomatic and Asymptomatic

Vaccination Statustnvaccinated
Presence of @omparison groupYes

Patients were followed up until
November 30 for infection with
COVIEL9 using PCR testing.

Those with a positive antibody assay
were considered to be at risk for
infection (or reinfectionfrom 60 days
after their first positive antibody

Serology tess: spike IgGnzyme
linked immunosorbent assay (ELISA
developed by the University of
Oxford andanti-nucleocapsid IgG
assay (Abbott).

In theanti-spikecseronegative
health care 223had a positive PCR
test

(1.09 per 10,000 days aisk)

In theanti-nucleocapsid
seronegativehealth care 226had a
positive PCR test

(1.10per 10,000 days at risk)

In theanti-spikegseropositive
health care workers, 2 had a
positive PCR te$0.13 per 10,000
days at risk)

In theanti-nucleocapsid
seropositivehealth care workers, 2
had a positive PCR tg§L13 per
10,000 days at risk)

Adjustedincidence rate ratio(IRR)
0.11; 95% confidence interval, 0.03
to 0.44; P=0.002)
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Table s9Narrative summaries atudiesinforming question around performing serology testing in people with history of d©@WHzcinatio

kits sent via post on a monthly basis

Vaccination detailsAt least one dose of
BNT162b2ChAdOx1ImRNA1273 or other.

context of seronegativity for SARS
CoV2 antiNucleocapsid (antiN)
(associated with natural infectign

Serology tess: Elecsys ari6 and
anti-N electrochemiluminescent
immunoassaygRoche Diagnostics,
Basel, Switzerland

# Author, Year Patients Characteristics Methodology Outcomes and Results
1. Aldridge 2022154] | A cohort 0f9,492participating in antibody testing] Measured antibody titres targeting| Association betweeanti-S levels
Cohort who completedat-home capillary blood sampling the spike (S) protein (ar8) inthe | and a lower risk 0SBARSC0V2

infection (Hazard Ratio 0.85;
95%Cls: 0.79.92)

¢2S FT2dzyR y2 S¢
interaction between antt levels
and second dose vaccine type in
our model estimating risk of
AYFSOGAZ2Yy d¢

2. Anand2022[155]
Case Control

Casesb56 individualspersons receivingialysis at
U.S. Renal Careith breakthroughinfections

Controls:Eachbreakthroughcase wa$ fully
vaccinated control patients by age, sex, and
vaccinationmonth and adjusted for diabetes
status and region of residence

Vaccination details:fully vaccinatedeceived 2
dosesof an mRNA vaccine according to the
recommendedschedule or a single dose of the
attenuated adenovirusaccine

History of Previous infectionNone

Remainder plasma from a
laboratory processing routine
monthly tests was used to measur
gualitative andsemiquantitative
antibodies to thereceptorbinding
domain(RBD) of SARS\2.

Serology tess: Siemens totaRBD
Ig assay

Breakthrough infections:

éLow prebreakthrough index
values were associated with
breakthrough infection among
case patients

3. Asderakis
2027156]

Cohort

A cohort of 92(patientson kidney transplant
patientsin SouthWales, United Kingdom

Vaccination detailsat least 1 dose of severe
acuterespiratory syndromeoronavirus 2 vaccing

History of Previous infectionNone

Blood samples were collected to
detect 1gG antibodies to SARSED\
in sera

Serology tess: COVIBGeroKlir 2
step ELISA (KantaBijosciences,
New York, NY; supplied by EKF
DiagnosticsUnited Kingdom).

Seroconversion ratevith first
dose:127/495 (26%)

Seroconversion ratevith second
dose:278/593 (47%)
Breakthrough infections:

1 In seropositve groufs/25
(20%)

1 In seronegative group:
20/25 (80%)
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SeriousBreakthrough infections:

1 In seropositve groud/17
(6%)

1 In seronegative group:
16/17 (94%)

4. Bergwerk
2021[157]

Case control

Cases1497 fully vaccinated health care workers
for whom RTPCR datavas available.

Controls:For each breakthrough case, we

matched samples that had been obtained from
four or fiveuninfected controls according to the
following variables: sex, age, the interval betwee
the second dose of BNT162b2 vaccine and
serologic testing, and immunosuppression staty

Vaccination detailstwo doses 0BNT162b2
vaccine

Follow up for individuals for
breakthrough infection, which was
defined as the detection 3ARS
CoV2 on RTPCR assay performed
11 or more days after receipt of a
seconddose of BNT162b2 if no
explicit exposure osymptoms had
been reported during the firsh
days.

Serology tess: S1 IgG antibodies
(Beckman CoulterARSC0V2
pseudovirus neutralization assay,
and Elecsys ARBARSC 02
ImmunoassayRoche) to test for
anti-N antigen

EbSdziNI AT AYy 3 |
case patients during the peri
infection period were lower than
those in matched uninfected
controls (cas#o-control ratio,
0.361; 95% confidence interval,
nomcp G2 ndtyToO

5. Cromer, 2021158]

Systematic review
and metaanalysis

Vaccination detailsMultiple

24 identified studies on vitro
neutralisation and clinical
protection tounderstand the loss
of neutralisation to existing SARS
CoV\2 variants of concern.

¢Despite the variability in study
design, we found that predicted
serological neutralisation activity
against each variant elicited by
vaccines was significantly
correlated with protection from
symptomatic SARG0V2
infectiorg

6. Gilbert, 2021159]
Clinical trial

A cohort 0f1,010who received two doses of
vaccine were compared to individuals receiving
placebo.

Vaccination detailsmRNA1273
History of Previous infectionNone

Individuals were followed up oday
1, day 29, and day %hd were
tested for antibodyresults.
Following day 57, they were
followed up for 100 days to assess
for occurence of COVAD® infection

¢ / h #£12risk of vaccine
recipients decreasesas antibody
YIN] SN f S@Sta A
¢Multiplicity-adjusted P values
indicated significant inverse
correlations with risk, with
estimated hazard ratios for upper
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versus lower tertiles ranging
between 0.20 and 0.31

7. McGee 202P160]
Cohort

A cohort of 521 vaccinatedapticipants were
recruited from the general populationsing print
materials, newsletters, electronic materials,
newspaper advertisements, a studpecific
website,and social media postings. Recruitment
began inAugust 2020 and continued until April
2022.

Vaccination detailsPfizer: BNT162b2 vaccine
(PfizerBioNTech); ModernanRNA1273 vaccine
(Moderna);Johnson and Johnson (Janssen):
Ad26.COV2.S vaccine (Johnson&Johnson/Jans

History of Previous infectionMixed

Antibody responses in the sera of
vaccinated patientgvaluated
whether there isa threshold of
antibodytiters associated with
breakthrough infections

Serology tess: AdviseDx SARSOV
2 1gG Il assay (CMIA, Abbott

Breakthrough infections:

¢There was a clear association of
breakthrough cases with lower
anti-spike antibody titers. This
association is alsdemonstrated
by the decreasing trend in the
proportion of breakthrough cases
as the antispike levels increaséd

8. Murt 2022[161]
Cohort

A cohort of 85atientson hemodialysisfollowed
up by two tertiary healthcare centers in Istanbul
They were 59.8 + 4 ykars old, and they weren
maintenance hemodialysis for 33.2 + 39.3 mont

Vaccination details50 individuals received
CoronaVac, an inactivated SARSZa¥ccine,
which was developed by Sinovac Life Sciences
(Beijing, Chinadnd 35receivedBNT162b2, a
nucleosidemodified RNA (mRNA) vaccine
developed by BioNTech Pfizer

History of Previous infectionNone

Antibody responses in the sera of
vaccinated patients andontrols
were analyzed 2428 days after the
second dose ahe vaccines

Serology tess: Abbott SARSCeX
IgG Il Quant (Chicago, USA) via
Abbott ARCHITECT i1000 (Chicag
USA)

Seroconversion rate40/50 (80%)
with CoronaVac

Seroconversion rate34/35 (97%)
with BNT162b2

Breakthrough infectionsafter 3
months of F/U

1 In seropositve grouf/74
(0%)

1 In seronegative group:
1/11 (90%)

0. Ollila2027162]
Cohort

A cohort of 37&atientswith any type of
lymphoid, myeloid, or plasma cell malignaney
Rhode Island Hospitab till February 28, 2022

Vaccination detailsinitial and booster
vaccination with one of three US Food and Drug
Administratiorauthorized or approved COVID
vaccines between February 2021 and February
2022

Blood samples were collected to
detect IgG antibodies to SARSED\
in sera

Serology tess: Abbott AdviseDx
SARE0V2 IgG I

Seroconversion ratevith initial
vaccination 181/378 (48%)

Seroconversion ratevith booster
vaccination 48/85 (56%)

Breakthrough infections:

1 33/378 (9%)
ECKSNE gl a yz2 S
between seroconversion (after
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History of Previous infectionNone

either primary vaccination or
booster vaccination) and the
cumulative incidence of any
COVIELY infection (including
FagdyYLW2YlFIGAO Ay

10.

Patnaik 2022163]
Cohort

A cohort of 8Qpatientson hemodialysis
presenting to the nephrology department of
Kalingdnstitute of Medical Science3he patients
included 61 (76.25%) males with a mean age ol
46+13.57 years

Vaccination detailstwo doses of either COVAI®D
vaccine (BBV152 or AZD12ZR)e time interval
between two doses ofaccine was four to six
weeks for BBV152 and 12 to 16 weeks for
AZD1222

History of Previous infectionUnclear

Blood samples were collected to
detect IgG antibodies to SARSED\
in sera and were measured by an
enzymelinked immunosorbent
assay (ELISA, five to six months
after the second dose) in Decemby
2021 before the onset of the third
wave in India

Serology tess: IgG ELIS#sing the
Covid Kawach IgG Microlisa kit

Seroconversion rate$65/80 (81%)
Breakthrough infections:

1 In seropositve group:
11/65 (17%)
1 In seronegative group:
2/15(13%)
Breakthrough infectiongequiring
hospitalizatior

1 In seropositve groufs/11
(45%)

1 In seronegative group: 0/
(0%)
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Supplement B

RecommendationThe IDSA panel recommends against using serologic testing to diagnos€®ARBfection during the first two
weeks following symptom onset (strong recommendation, low certainty of evidence).
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Figure s2ak-orest plot for the sensitivitgf week 1 IgM using NAAT as reference standard

Study Test

Narasimhan 2021 Abbott AdviseDx IgM (Alinity)
Hibino 2022 Abbott CoV-2 IgM (ARCHITECT)
Maine 2020 Abbott CoV-2 IgM (ARCHITECT)
Cs 2021 Abbott CoV-2 IgM (ARCHITECT)
Interiano 2021 Abbott CoV/-2 IgM (ARCHITECT)
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Figure sB. Forest plot for thespecificityof week 1 IgM using NAAT as reference standard
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Figure 8a. Forest plot for the sensitivigf week 2 IgM using NAAT as reference standard

Study Test Technology Target DPSO TP FN Total Sensitivity
Narasimhan 2021 Abbott AdviseDx IgM (Alinity) CMIA Spike $1/52 11-15days 76 20 96 —B- 0.79
Interiano 2021 Abbott CoV-2 IgM (ARCHITECT) CMIA Spike 51/52 8-14days 13 12 25 —_— 0.52
Cs 2021 Abbott CoVV-2 IgM (ARCHITECT) CMIA Spike 51/52 8-14days 23 9 32 — 072
Maine 2020 Abbott Cov-2 IgM (ARCHITECT) CMIA RBD 8-14 days 271 89 360 - 0.75
Higgins 2021 Abbott CoVV-2 IgM (ARCHITECT) CMIA Spike 51 6-14days 29 9 38 —_— 0.76
Hibino 2022 Abbott CoV-2 IgM (ARCHITECT) CMIA Spike S1/52 9-14 days 261 68 329 = 0.79
Butterfield 2021 Abbott Cov-2 IgM (ARCHITECT) CMIA Nucleocapsid 10-13days 7 0 7 ——H 1.00
Pérez-Garcia 2020 ALLTEST LFIA Spike + Nucleocapsid 8-14days 4 17 21 ————— 0.19
Fujigaki 2020 ALLTEST LFIA Nucleocapsid 10-14days 7 22 29 —a 0.24
Serrano 2020 ALLTEST LFIA Not reported 8—14days 17 22 39 — 0.44
Jung 2020 Ansh Laboratories ELISA Spike + Nucleocapsid 6-14days 7 2 9 —_— 0.78
Imai 2020 Artron LFIA Spike + Nucleocapsid 1-2 weeks 12 13 25 —_— 0.48
Qiu 2020 Autobio Diagnostics CLIA Spike $1/52 11-15days 26 12 38 —E— 0.68
Lin 2021 Beckman CLIA Spike S1 7-14days 16 6 22 — 0.73
Stein 2021 Bio-Rad ELISA Spike S1 7-14days 67 34 101 —— 0.66
Suhandynata 2020 Diazyme DZ-LITE CLIA Spike + Nucleocapsid 8-14days 20 3 23 — 0.87
Velay 2020 EDI ELISA Nucleocapsid 8-14days 8 8 16 _— 0.50
Nilles 2021 EDI ELISA Nucleocapsid 8—14days 43 34 77 — 0.56
Whitman 2020 EDI ELISA Nucleocapsid 6-15days 46 24 70 — 0.66
Egger 2020 EDI ELISA Nucleocapsid 10-14days 13 4 17 — 0.76
Delligre 2020 Healgen LFIA Not reported 11-15days 2 20 22 ——+—— 0.09
Kulkarni 2021 Inbios IgM ELISA Spike 51/52 8-14days 54 9 63 —- 0.86
Boum 2021 Innovita LFIA Spike + Nucleocapsid 8-14 days 23 29 52 — = 0.44
Saluzzo 2021 Innovita LFIA Spike + Nucleocapsid 8-14days 30 25 55 —_— 0.55
Gebrecherkos 2022 Innovita LFIA Spike + Nucleocapsid 7-15days 175 88 263 - 0.67
Fischer 2021 Innavita LFIA Spike + Nucleocapsid 8-14 days 48 23 71 — e 0.68
Serre—Miranda 2021 Innovita LFIA Spike + Nucleocapsid 10-15days 21 8 29 — 0.72
Pegoraro 2021 Maglumi CLIA Spike + Nucleocapsid 8-13days 7 14 21 — 0.33
Al Haddad 2021 Maglumi CLIA RBD 8-13days 6 12 18 —a— 0.33
Ou 2021 Maglumi CLIA Spike + Nucleocapsid 8-14 days 184 141 325 = 0.57
Montesinos 2020 Maglumi CLIA Spike + Nucleocapsid 8-14 days 40 22 62 —a— 0.65
Soleimani 2021 Maglumi CLIA Spike + Nucleocapsid 10-14 days 44 17 61 — 0.72
Wakita 2021 Nadal LFIA Spike + Nucleocapsid 7-13days 18 16 34 — 053
Dortet 2020 NG-TEST LFIA Nucleocapsid 10-14 days 61 17 78 —— 0.78
Tré-Hardy 2021 NovaTec Novalisa ELISA Nucleocapsid 14+2days 12 27 3¢ —— 0.31
Jacot 2021 NovaTec Noval .isa ELISA Nucleocapsid 8-14days 32 5 37 —- 0.86
Pecoraro 2021 PRIMA LFIA Not reported 7-13days 12 14 26 —a 0.46
Yamamoto 2022 SHENZHEN YHLO CLIA Spike + Nucleocapsid 7-14 days 34 75 109 — 0.31
Mairesse 2020 SHENZHEN YHLO CLIA Spike S1 7-13days 16 19 35 e il 0.46
Infantino 2020 SHENZHEN YHLO CLIA Not reported 8-17days 45 16 61 —a— 0.74
Guedez-Lopez 2020 Sienna LFIA Nucleocapsid Weekz 33 15 48 —8— 0.69
Chansaenroj 2021 STANDARD Q RCIA Nucleocapsid Week 2 4 3 7 —_— 057
Choi 2022 STANDARD Q LFIA Spike + Nucleocapsid 8-14 days 68 43 111 —— 0.61
Ali 2022 STANDARD Q RCIA Nucleocapsid 7-14days 67 0 &7 1.00
Buntinx 2020 SureScreen LFIA Spike S1/52 7-13days 54 24 78 —— 0.69
Wolff 2020 VIDAS FEIA Spike $1/52 8-14days 25 € 31 _— 0.81
Wolf 2020 Virotech ELISA Nucleocapsid 8-10days 10 14 24 —_—t 0.42
Wolf 2020 Virotech ELISA Nucleocapsid 11-13days 10 7 17 —_— 0.59
Zervoy 2021 Virotech ELISA Nucleocapsid 8-14days 28 & 37 — 0.76
Liu 2020 Wantai ELISA Spike 51/82 7-12days 44 27 71 —— 0.62
Bal 2021 Wantai ELISA RBD 8—14days 41 22 63 — 0.65
Nicholson 2021 Wantai ELISA RBD 7-14days 12 &5 17 —_— 0.71
Lou 2020 Wantai ELISA Spike §1/82 8-14days 65 10 75 —- 0.87
Bivariate model = 0.64
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02 04 06 08
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Figure 8b. Forest plot for thespecificityof week 2 IgM using NAAT as reference standard
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Figure da. Forest plot for the sensitivilgf week 1 1gG using NAAT as reference standard

Study Test Technology Target DPSO TP FN Tetal Sensitivity
Maine 2022 Abbott AdviseDx IgG (Alinity) CMIA RBD <3days 0 14 14— 0.00
Narasimhan 2021 Abbott AdviseDx 1gG (Alinity) CMIA Spike 51/52 <bdays 11 17 28 e 0.39
Maine 2022 Abbott AdviseDx IgG (Alinity) CMIA RBD 3-7days 46 70 116 P 040
Turbett 2020 Abbott CoV-2 1gG CMIA Nucleocapsid <Fdays 4 16 20 ——— 0.20
Harley 2020 Abbhott CoV-2 1gG (Alinity) CMIA Nucleocapsid =<3 days 1 8 9 —+/— 0.1
Harley 2020 Abbott CoV=2 IgG (Alinity) CMIA Nucleocapsid 37days 5 & 13 _— 038
Paiva 2021 Abbott CoV-2 1gG (ARCHITECT) CLIA Nucleocapsid 1-6days 0 23 23 —— 0.00
Tang 2020 Abbott CoV-2 1gG (ARCHITECT) CMIA Nucleocapsid <3days 0 12 12 w7t 0.00
Hibino 2022 Abbott Cov-2 IgG (ARCHITECT) CMIA Nucleocapsid 0-5days 19 222 241 —+ 0.08
Chew 2020 Abbott CoV-2 1gG (ARCHITECT) CMIA Nucleccapsid O6days 7 T4 81 —+— 0.09
Tan 2020 Abbott CoV-2 IgG (ARGHITECT) CMIA Nucleocapsid 0-7days 7 73 80 ——+— : 0.09
Bal 2021 Abbott CoV-2 IgG (ARCHITECT) CMIA Nucleocapsid 1—7days 6 55 61 —+— 0.10
Tan 2021 Abbott Cov-2 195 (ARCHITECT) CMIA Nucleocapsid <fdays 8 72 80 —=— 0.10
Theel 2020 Abbott CoV-2 IgG (ARCHITECT) CMIA Nucleocapsid =7 days 4 34 38 —— 011
Chansaenroj 2021 Abbott CoV-2 IgG (ARCHITECT) CMIA Nucleocapsid Week 1 1 7 8§ 4/ 0.12
Acki 2021 Abbott CoV-2 1gG (ARGHITECT) CMIA Spike §1/52 06days 6 42 48 ———— 0.12
Interiano 2021 Abbott CoV-2 IgG (ARCHITECT) CMIA Nucleocapsid 0-7days 5 30 35 —FH— 0.14
Wehrhahn 2021 Abbott CoV-2 1gG (ARCHITECT) CMIA Nucleocapsid 1-7days 4 23 2V ——— 0.15
Hubbard 2021 Abbott CoV-2 1gG (ARCHITECT) CMIA Nucleocapsid O—7days 2 10 12 —=—— 017
Therrien 2021 Abbott CoV-2 IgG (ARCHITECT) CMIA Nucleocapsid 1—7fdays 8 38 46 — 017
Bond 2021 Abbott CoV-2 1gG (ARCHITECT) CMIA Mucleocapsid 0-7days 9 42 51 —— 0.18
Maine 2020 Abbott CoV-2 1gG (ARCHITECT) CMIA Nucleocapsid 0-7days 32 106 138 .- 0.23
Choi 2022 Abbott CoV-2 IgG (ARCHITECT) CMIA Nucleocapsid 1—7days 23 75 98 - 0.23
Chen 2020 Abbott CoV-2 1gG (ARCHITECT) CLIA Nucleocapsid 0-7days 16 45 861 —— 0.26
Tang 2020 Abbott CoV-2 1gG (ARCHITECT) CMIA Nucleocapsid I-7days 6 14 20 — 0.30
Plaga 2021 Abbott Cov-2 IgG (ARCHITECT) CMIA Nucleocapsid 36days 3 7 10 ———"— 0.30
Catry 2021 Abbott CoV-2 1gG (ARCHITECT) CLIA Nucleccapsid O-6days 1 2 3 - 033
Harrington 2021 Abbott CoV-2 IgG (ARCHITECT) CMIA Nucleocapsid 1-5days 5 9 14 —a— 0.36
Yun 2021 Abbott CoV-2 IgG (ARCHITECT) CLIA Nucleocapsid <8days 10 15 25 —_— 0.40
Yang 2021 Abbott Cov-2 1gG (ARCHITECT) CMIA Nucleocapsid O-6days 84 89 173 : — 0.49
Bryan 2020 Abbott CoV-2 IgG (ARGHITECT) CMIA Nucleocapsid <7days 66 59 125 . — 053
Lokida 2022 Abbott CoV-2 I1gG (ARCHITECT) CMIA Mucleocapsid 0—7days 19 15 34 L e 0.56
Higgins 2021 Abbott CoV-2 1gG (ARCHITECT) CMIA Nucleocapsid O-5days 22 17 38 : — - 0.56
Al Haddad 2021 Abbott CoV-2 IgG (ARCHITECT) CMIA Nucleocapsid <Fdays 15 11 26 P — 0.58
Escribano 2020 Abbott CoV-2 IgG (ARCHITECT) CMIA Nucleocapsid <fdays 16 10 26 . —_— 062
Kohmer 2020 Abbott CoV-2 1gG (ARCHITECT) CMIA Nucleocapsid 0—Vdays 6 3 9 e p— 067
Kubota 2021 Abbott CoV-2 IgG (ARCHITECT) CMIA Nucleocapsid 1=7days 24 9 33 : —a 0.73
Catry 2021 Abbott CoV-2 1gG (ARCHITECT) CLIA Nucleocapsid O06days 11 2 13 : —_— 0.85
Jugwanth 2022 Abbott CoV-2 IgG (ARGHITECT) CMIA Nucleocapsid 0-7days 13 1 14 : — 0.93
Pérez-Garcia 2020 ALLTEST LFIA Spike + Nucleocapsid =7 days 4 15 18 ———— 0.21
Fujigaki 2020 ALLTEST LFIA Nucleocapsid O4days 3 & 11 ————— 0.27
Conklin 2020 ALLTEST LFIA Spike + Nucleocapsid 4-8days 37 3 40 : —a- 092
Jung 2020 Ansh Laboratories ELISA  Spike + Nucleocapsid <Gdays 3 10 13 ————— 0.23
Imai 2020 Artron LFIA Spike + Nucleocapsid <1week 3 87 90 — ; 0.03
Qi 2020 Autobio Diagnostics CLIA Spike 51/52 1-S5days 4 23 27 ———— 0.15
Lin 2021 Beckman CLIA Spike 51 O-7days 7 6 13 —_— 054
Merrill 2020 DiaSorin CLIA Spike 51/52 <fdays 1 4 5 ———— 0.20
Huyghe 2020 DiaSorin CMIA Spike 51/52 O0-5days 4 16 20 ————— 0.20
Suhandynata 2020 Diazyme DZ-LITE CLIA Spike + Mucleocapsid <7 days 25 11 36 : — 069
Egger 2020 EDI ELISA Nucleocapsid O-5days 1 33 34 — 0.03
Bundschuh 2020 EDI ELISA Nucleocapsid <Sdays 1 32 33 =— 0.03
Whitman 2020 EDI ELISA Nucleocapsid 1-Gdays 11 17 28 —_— 0.39
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Figure gb. Forest plot for thespecificityof week 1 IgG using NAAT as reference standard
Technology

Study

Maine 2022
Maine 2022
Narasimhan 2021
Turbett 2020
Harley 2020
Harley 2020
Jugwanth 2022
Catry 2021
Catry 2021
Chen 2020

Bal 2021

Maine 2020
Acki 2021
Higgins 2021
Lokida 2022
Plaga 2021
Tang 2020
Tang 2020
Wehrhahn 2021
Choi 2022
Theel 2020
Paiva 2021
Hubbard 2021
Hibino 2022
Chew 2020

Tan 2020

Tan 2021
Chansaenroj 2021
Interiano 2021
Therrien 2021
Bond 2021
Harrington 2021
Yun 2021

Yang 2021
Bryan 2020

Al Haddad 2021
Escribano 2020
Kohmer 2020
Kubota 2021
Fujigaki 2020
Pérez-Garcia 2020
Conklin 2020
Jung 2020

Imai 2020

Qiu 2020

Lin 2021

Test

Abbott AdviseDx 1gG (Alinity)
Abbott AdviseDx IgG (Alinity)
Abbott AdviseDx IgG (Alinity)
Abbott CoV-2 IgG
Abbott CoV-2 IgG (Alinity)
Abbott CaV-2 IgG (Alinity)
Abbott CoV-2 IgG (ARCHITECT)
Abbott Cov—2 1gG (ARCHITECT)
Abbott CoV-2 IgG (ARCHITECT)
Abbott Cov-2 I1gG (ARCHITECT}
Abbott CoV-2 IgG (ARCHITECT)
Abbott CoV-2 1gG (ARCHITECT)
Abbott Cov—2 1gG (ARCHITECT)
Abbott CoVv-2 IgG (ARCHITECT}
Abbott Cov-2 1gG (ARCHITECT)
Abbott CoV-2 IgG (ARCHITECT)
Abbott CoV-2 1gG (ARCHITECT)}
Abbott CoV-2 IgG (ARCHITECT)
Abbott CoV-2 1gG (ARCHITECT)
Abbott Cov-2 1gG (ARCHITECT)
Abbott CoV-2 IgG (ARCHITECT)
Abbott CoV-2 IgG (ARCHITECT)}
Abbott CoV-2 IgG (ARCHITECT)
Abbott CoV-2 1gG (ARCHITECT)
Abbott Cov-2 1gG (ARCHITECT}
Abbott CoV-2 IgG (ARCHITECT)
Abbott CoV-2 1gG (ARCHITECT}
Abbott CoV-2 IgG (ARCHITECT)
Abbott CoV-2 1gG (ARCHITECT)
Abbott Cov—2 1gG (ARCHITECT)
Abbott CoV-2 IgG (ARCHITECT)
Abbott CoV-2 1gG (ARCHITECT}
Abbott CoV-2 IgG (ARCHITECT)
Abbott CoV-2 IgG (ARCHITECT)
Abbott Cov-2 1gG (ARCHITECT)
Abbott CoV-2 IgG (ARCHITECT)
Abbott CoV-2 I1gG (ARCHITECT}
Abbott CoV-2 IgG (ARCHITECT)
Abbott CoV-2 1gG (ARCHITECT)
ALLTEST
ALLTEST
ALLTEST
Ansh Laboratories
Artron
Autobio Diagnostics
Beckman

CMIA
CMIA
CMIA
CMIA
CMIA
CMIA
CMIA
CLIA
CLIA
CLIA
CMIA
CMIA
CMIA
CMIA
CMIA
CMIA
CMIA
CMIA
CMIA
CMIA
CMIA
CLIA
CMIA
CMIA
CMIA
CMIA
CMIA
CMIA
CMIA
CMIA
CMIA
CMIA
CLIA
CMIA
CMIA
CMIA
CMIA
CMIA
CMIA
LFIA
LFIA
LFIA
ELISA
LFIA
CLIA
CLIA

Target

RBD
RBD
Spike S1/52
Nucleocapsid
Nucleocapsid
Nucleocapsid
Nucleocapsid
Nucleocapsid
Nucleocapsid
Nucleocapsid
Nucleocapsid
Nucleocapsid
Spike S1/52
Nucleocapsid
Nucleocapsid
Nucleocapsid
Nucleocapsid
Nucleocapsid
Nucleocapsid
Nucleocapsid
Nucleocapsid
Nucleacapsid
Nucleocapsid
Nucleocapsid
Nucleocapsid
Nucleocapsid
Nucleocapsid
Nucleocapsid
Nucleocapsid
Nucleocapsid
Nucleocapsid
Nucleocapsid
Nucleocapsid
Nucleocapsid
MNucleocapsid
Nucleocapsid
Nucleocapsid
Nucleocapsid
Nucleocapsid
Nucleocapsid
Spike + Nucleocapsid
Spike + Nucleocapsid
Spike + Nucleocapsid
Spike + Nucleocapsid
Spike S1/52
Spike S1

DPSO

<3 days
3-7 days
<5 days
<7 days
<3 days
3-7 days
0-7 days
0-6 days
0-6 days
0-7 days
1-7 days
0-7 days
0-6 days
0-5 days
0-7 days
3-6 days
<3 days
3-7 days
1-7 days
1-7 days
=7 days
1-6 days
0-7 days
0-5 days
0-5 days
0-7 days
<7 days
Week 1
0-7 days
1-7 days
0-7 days
1-5 days
<8 days
0-6 days
<7 days
<7 days
<7 days
0-7 days
1-7 days
0-4 days
=7 days
4-8 days
<6 days
<1 week
1-5 days
0-7 days

TN FP Total
691 8 699
691 8 699
217 0 217
1186 & 1204
562 2 564
562 2 564
122 17 139

97 3 100

97 3 100
180 4 1894

68 1 69
733 10 743
677 7 684
106 1 107
102 1 110
430 3 433
152 1 153
152 1 153
801 5 1806
586 3 599
253 1 254
1061 4 1065
1066 4 1070
859 1 860
163 0 163
163 0 163
163 0 163
130 0 120
144 0 144
148 0 148
231 0 23

50 0 50
185 0 195

73 0 73
1010 0 1010

g 0 84

2 0 9

20 0 20
110 0 110

99 1 100
100 0 100

60 0 60

B/ 2 38
47 1 48
377 12 389
200 0 200

|
1+1 \““ \ 1. 1-|-1-1-J AT Y lHMH g

Specificity

0.99
0.99
1.00
0.99
1.00
1.00
0.88
0.97
0.97
0.98
0.99
0.99
0.99
0.99
0.99
0.99
0.99
0.99
0.99
0.99
1.00
1.00
1.00
1.00
1.00
1.00
1.00
1.00
1.00
1.00
1.00
1.00
1.00
1.00
1.00
1.00
1.00
1.00
1.00
0.99
1.00
1.00
0.95
0.98
0.97
1.00

95% ClI

{0.96=1.00)
{0.98-1.00)
{0.95-1.00)
{0.99-1.00)
{0.99-1.00)
{0.99—1.00)
{0.81-0.93)
(0.91-0.99)
{0.91-0.99)
{0.95-0.99)
(0.92-1.00)
(0.98-0.99)
{0.98—1.00)
{0.95-1.00)
(0.95-1.00)
{0.98-1.00)
(0.96—1.00)
{0.96—1.00)
{0.99-1.00)
{0.99-1.00)
{0.98-1.00)
{0.99-1.00)
{0.99-1.00)
{0.99-1.00)
{0.98-1.00)
{0.98-1.00)
(0.98-1.00)
{0.97-1.00)
{0.97-1.00)
{0.95-1.00)
{0.98-1.00)
{0.93-1.00)
{0.96—1.00)
{0.95-1.00)
{1.00-1.00
{0.96-1.00)
{0.66—1.00)
{0.83-1.00)
(0.97-1.00)
{0.95-1.00)
{0.96-1.00)
(0.94-1.00)
{0.82-0.99)
{0.89-1.00)
(0.95-0.98)
{0.98-1.00)



IDSA Guidelines on the Diagnosis of C&@t[5erologic Testing
Supplementary Materials

Huyghe 2020
Merrill 2020
Suhandynata 2020
Whitman 2020
Egger 2020
Bundschuh 2020
Kittel 2021

Cota 2020

Wolff 2020
Saluzzo 2021

Van Elslande 2020
Favresse 2021
Fischer 2021
Traugott 2020
Nilsson 2021
Pegoraro 2021
Montesinos 2020
Caturegli 2020
Stein 2021

Velay 2020

Huber 2021
Nicholson 2021
Buchheltz 2021
Wolf 2020

Wolf 2020

Jacot 2021
Kulkarni 2021
Serrano 2020
Hérber 2020
Gebrecherkos 2022
Gebrecherkos 2022
Boum 2021

Yang 2020

Cu 2021
Saoleimani 2021
Wakita 2021
Yassine 2021
Tré—Hardy 2021
Pecoraro 2021
Mairesse 2020
Nakano 2021
Igawa 2021

Florin 2021

Florin 2021
Guedez-Ldpez 2020
Yamamoto 2022
Buntinx 2020
Zervou 2021

Lou 2020

Bivariate model

88 studies, 22321 patients

DiaSorin
DiaSorin
Diazyme DZ-LITE
EDI
EDI
EDI
Eurcimmun
Eurcimmun
Eurcimmun
Eurcimmun
Euraimmun
Eurcimmun
Euroimmun
Eurgimmun
Euraimmun
Eurcimmun
Eurcimmun
Eurgimmun
Eurgimmun
Eurcimmun
Eurgimmun
Eurcimmun
Euroimmun
Eurgimmun
Eurcimmun
Eurgimmun
Eurcimmun
Euraimmun
Eurgimmun
Innovita
Innovita
Innovita
Luminex xMAP
Maglumi
Maglumi
Nadal
NovaTec NMovalisa
NovaTec Novalisa
PRIMA
SHEMNZHEN YHLO
SHENZHEN YHLO
Siemens CV2G
Siermens CV2G
Siemens CV2G
Sienna

Superflex PerkinElmer

SureScreen
Virotech
Wantai

CMIA
CLIA
CLIA
ELISA
ELISA
ELISA
ELISA
ELISA
ELISA
ELISA
ELISA
ELISA
ELISA
ELISA
ELISA
ELISA
ELISA
ELISA
ELISA
ELISA
ELISA
ELISA
ELISA
ELISA
ELISA
ELISA
ELISA
ELISA
ELISA
LFIA
LFIA
LFIA
FlA
CLIA
CLIA
LFIA
ELISA
ELISA
LFIA
CLIA
CLIA
CLIA
CLIA
CLIA
LFIA
CLIA
LFIA
ELISA
ELISA

Spike 51/82
Spike S51/52
Spike + Nucleocapsid
Nucleocapsid
Nucleocapsid
Nucleocapsid
Spike 51
Spike §1
Spike 51
Spike + Nucleacapsid
Spike 51
Mucleocapsid
Spike S1
Spike 51
Spike S1
Spike 51
Spike §1
Spike S1
Spike 51
Spike $1
Spike 51
Nucleocapsid
Spike S1
Spike 51
Spike $1
Spike 51
Spike 51
Spike S1
Spike 51
Spike + Nucleocapsid
Spike + Nucleocapsid
Spike + Nucleocapsid
Spike + Nucleocapsid
Spike + Nucleocapsid
Spike + Nucleocapsid
Spike + Nucleocapsid
Nucleocapsid
Nucleocapsid
Not reported
Spike 81
Spike + Nucleocapsid
Spike 51
Spike S1
Spike 51
Nucleocapsid
Spike 51/52
Spike S51/52
MNucleocapsid
Spike S1/52

0-5 days
<7 days
<7 days
1-5 days
0-5 days
<5 days
17 days
<7 days
0-7 days
<7 days
0-6 days
0-6 days
0-7 days
1=5 days
1-7 days
0-7 days
0-7 days
0-5 days
<7 days
0-7 days
Week 1
<7 days
<5 days
0-3 days
4-7 days
0-7 days
0-7 days
1-7 days
0-6 days
0-6 days
7—15 days
0-7 days
0-7 days
<7 days
0—4 days
0-6 days
=7 days
7+ 2 days
0-6 days
0-6 days
<7 days
0-6 days
<4 days
4-7 days
Week 1
1-7 days
0-6 days
1-7 days
0-7 days

114

[y

CO 2020020202 32 0RNORLLBOO0OMN 2 2NN 2 AN =2 2WRMROE O Aqm K OMRMND

—_

120

'
[ I I I T I 1
07 0750808508095 1

0.95 (0.89-0.98
0.99 (0.96-1.00
0.99 (0.97-1.00
0.96 (0.87-1.00
0.99 (0.97-1.00
0992 (0.96-1.00

)
)
)
)
)
)
: 97)
0,96 (0.90-0.99)
0.98 (0.90-0.99)
0.96 (0.92-0.98)
0.956 (0.90-0.99)
0.96 (0.92-0.99)
0.97 (0.93-0.99)
0.98 (0.93-1.00)
0.98 (0.96-1.00)
0.99 (0.92-1.00)
0.99 (0.93-1.00)
0.99 (0.97—1.00)
0.99 (0.96—1.00)
0.99 (0.95-1.00)
0.99 (0.95-1.00)
0.99 (0.97—1.00)
0.99 (0.97—1.00)
0.99 (0.96-1.00)
0.99 (0.96-1.00)
0.99 (0.95-1.00)
1.00 {0.96-1.00)
1.00 (0.96-1.00)
1.00 (0.97-1.00)
0.97 (0.93-0.99)
0.97 (0.93-0.99)
1.00 (0.96-1.00)
0.99 (0.97—1.00)
0.98 (0.95-0.99)
1.00 (0.96-1.00)
0.99 (0.95-1.00)
0.86 (0.75-0.93)
0.99 (0.93-1.00)
1.00 {0.93-1.00)
0.99 (0.93-1.00)
1.00 (0.93-1.00)
0.99 (0.95-1.00)
1.00 (0.96-1.00)
1.00 {0.96-1.00)
0.96 (0.80—1.00)
1.00 (0.96-1.00)
0.99 (0.95-1.00)
1.00 (0.93-1.00)
1.00 (0.96-1.00)

0.99 (0.99-0.99)



IDSA Guidelines on the Diagnosis of C&@t[5erologic Testing
Supplementary Materials

Figure 8a. Forest plot for the sensitivigf week 2 1gG using NAAT as reference standard
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Figure 8b. Forest plot for thespecificityof week 2 IgG using NAAT as reference standard
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Figure 8a. Forest plot for the sensitivigf week 1 IgM or IgGombination testsising NAAT as reference standard

Study Test Technology Target DPSO TP FN Total Sensitivity 95% CI
Prazuck 2020 AAZ COVID-PRESTO LFIA Not reported 0-5days 5 9 14 0.36 (0.13-0.65)
Narasimhan 2021 Abbott AdviseDx IgG/IgM (Alinity) CMIA Spike S51/82 <5days 14 14 28 —B— 0.50 (0.31-0.69)
Sisay 2021 ACON Biotech LFIA Nucleocapsid 25days 6 40 46 ——— 0.13 (0.05-0.26)
Puschel 2021 Acro Biotech LFIA Not reported >7days 3 58 61 0.05 (0.01-0.14)
Pérez-Garcia 2021 ALLTEST LFIA Nucleocapsid 0-7days 5 13 18 — s 0.28 (0.10-0.53)
Lin 2021 Beckman CLIA Spike S1 0-7days 8 5 13 — 0.62 (0.32-0.86)
Therrien 2021 BTNX LFCIA  Antigen-coated particles 1-7 days 11 35 46 —B— 0.24 (0.13-0.39)
Stein 2021 BTNX LFIA Spike S$1/82 <7 days 41 47 88 — 0.47 (0.36-0.58)
Suhandynata 2020 Diazyme DZ-LITE CLIA Spike + Nucleocapsid <7 days 25 11 36 : —— 0.69 (0.52-0.84)
Chen 2020 Dynamiker LFIA Nucleocapsid 0-7 days 18 43 61 —a 0.30 (0.19-043)
Egger 2020 EDI ELISA Nucleocapsid 0-5days 3 31 34 —=+—— 0.09 (0.02-0.24)
Bundschuh 2020 EDI ELISA Nucleocapsid <6days 3 29 32 ——r 0.09 (0.02-0.25)
Whitman 2020 EDI ELISA Nucleocapsid 1-5days 11 17 28 —— 0.39 (0.22-0.59)
Ong 2020 Healgen LFIA Not reported 0-6days 11 28 39 — 0.28 (0.15-0.45)
Catry 2021 Healgen LFIA Not reported 0-6days 11 2 13 : —— 0.85 (0.55-0.98)
Catry 2021 Healgen LFIA Not reported 0O-6days 3 0 3 f 1.00 (0.29-1.00)
Fischer 2021 Innovita LFIA Spike + Nucleocapsid 0-7 days 27 55 82 —Ra 0.33 (0.23-0.44)
Gebrecherkos 2022 Innovita LFIA Spike + Nucleocapsid 0-6 days 31 32 63 — 0.49 (0.36-0.62)
Montesinos 2020 Maglumi CLIA Spike + Nucleocapsid 0-7days 5 23 28 ——+—— 0.18 (0.06-0.37)
Soleimani 2021 Maglumi CLIA Spike + Nucleocapsid 0-4days 6 15 21 —_— 0.29 (0.11-0.52)
Wakita 2021 Nadal LFIA Spike + Nucleocapsid 0-6days 7 27 34 — 0.21 (0.09-0.38)
Shen 2020 Outdo Biotech LFIA Spike + Nucleocapsid 0-7 days 22 18 40 — 0.55 (0.38-0.71)
Rostamzadeh 2021 Pishtaz ELISA Nucleocapsid 27 days 32 17 49 : — 0.65 (0.50-0.78)
Van Elslande 2020 Prima ELISA Spike S1 0-6days 21 16 37 P 0.57 (0.39-0.73)
Kim 2022 RapiGen Biocredit LFIA Spike 51/82 <7days 1 0 1 - 1.00 (0.03-1.00)
Guedez-Lopez 2020 Sienna LFIA Nucleocapsid Week 1 15 26 41 —— 0.37 (0.22-0.53)
Ozturk 2021 Singclean LFIA Nucleocapsid 0-7days 6 40 46 —— 0.13 (0.05-0.26)
Choi 2022 STANDARD Q LFIA Spike + Nucleocapsid 1-7 days 30 68 98 — 0.31 (0.22-0.41)
Buntinx 2020 SureScreen LFIA Spike S$1/82 0-6 days 14 23 37 — 0.38 (0.22-0.55)

Bivariate model

28 studies, 1137 patients

0.35 (0.27-0.44)
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Figure 8b. Forest plot for thespecificityof week 1 IgM or Ig@ombination testsising NAAT as reference standard
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Figure 3a. Forest plot for the sensitivigf week 2 IgM or IgGombination testsising NAAT as reference standard

Study Test Technology Target DPSO TP FN Total Sensitivity 95% Cl
Prazuck 2020 AAZ COVID-PRESTO LFIA Not reported 11-15days 36 8 44 — 0.82 (0.67-0.92)
Narasimhan 2021 Abbott AdviseDx IgG/IgM (Alinity) CMIA Spike §1/82 11-15days 82 14 96 —= 0.85 (0.77-0.92)
Sisay 2021 ACON Biotech LFIA Nucleocapsid 11-15days 23 27 50 —E— 0.46 (0.32-0.61)
Puschel 2021 Acro Biotech LFIA Not reported 814days 3 8 11 ——m—m— 0.27 (0.06-0.61)
Pérez-Garcia 2021 ALLTEST LFIA Nucleocapsid 8-14days 9 12 21 —_— 0.43 (0.22-0.66)
Lin 2021 Beckman CLIA Spike S1 7-14days 17 5 22 — 0.77 (0.55-0.92)
Therrien 2021 BTNX LFCIA  Antigen—coated particles 8-14days 28 8 36 — 0.78 (0.61-0.90)
Stein 2021 BTNX LFIA Spike §1/82 7-14 days 104 20 124 — 0.84 (0.76-0.90)
Suhandynata 2020 Diazyme DZ-LITE CLIA Spike + Nucleocapsid 8-14days 22 1 23 — 0.96 (0.78-1.00)
Chen 2020 Dynamiker LFIA Nucleocapsid 8-14days 43 30 73 — 0.59 (0.47-0.70)
Egger 2020 EDI ELISA Nucleocapsid 10-14 days 14 3 17 —a— 0.82 (0.57-0.96)
Whitman 2020 EDI ELISA Nucleocapsid 6-15days 60 10 70 — 0.86 (0.75-0.93)
Catry 2021 Healgen LFIA Not reported 7-13days 7 8 15 — 047 (0.21-0.73)
Ong 2020 Healgen LFIA Not reported 7-13days 31 21 82 — 0.60 (0.45-0.73)
Pallett 2021 Healgen LFIA Spike S1/82 10-14days 43 7 50 — 0.86 (0.73-0.94)
Catry 2021 Healgen LFIA Not reported 7-13days 13 2 15 —_— 0.87 (0.60-0.98)
Vauloup—Fellous 2021 Innovita LFIA Spike + Nucleocapsid 10-14days 56 29 85 — 0.66 (0.55-0.76)
Gebrecherkos 2022 Innovita LFIA Spike + Nucleocapsid 7-15days 178 85 263 - 0.68 (0.62-0.73)
Fischer 2021 Innovita LFIA Spike + Nucleocapsid 8-14days 49 22 71 — 0.69 (0.57-0.79)
Serre-Miranda 2021 Innovita LFIA Spike + Nucleocapsid 10-15days 21 8 29 — s 0.72 (0.53-0.87)
Montesinos 2020 Maglumi CLIA Spike + Nucleocapsid 8-14 days 43 19 62 — 0.69 (0.56-0.80)
Soleimani 2021 Maglumi CLIA Spike + Nucleocapsid 10-14 days 49 12 61 — 0.80 (0.68-0.89)
Dortet 2020 NG-TEST LFIA Nucleocapsid 10-14 days 61 17 78 —— 0.78 (0.67-0.87)
Shen 2020 Outdo Biotech LFIA Spike + Nucleocapsid 8-14days 24 9 33 — e 0.73 (0.54-0.87)
Rostamzadeh 2021 Pishtaz ELISA Nucleocapsid 7-14days 34 5 39 — 0.87 (0.73-0.96)
Kim 2022 RapiGen Biocredit LFIA Spike §1/82 7-13days 8 O 8 —_— 1.00 (0.63-1.00)
Guedez-Lopez 2020 Sienna LFIA Nucleocapsid Week2 39 9 48 — . 0.81 (0.67-0.91)
Choi 2022 STANDARD Q LFIA Spike + Nucleocapsid 8-14days 73 38 111 —a— 0.66 (0.56-0.75)
Buntinx 2020 SureScreen LFIA Spike S1/82 7-13days 57 21 78 — 0.73 (0.62-0.82)

Bivariate model

28 studies, 1685 patients

0.2

04

0.6

0.8

0.74 (0.69-0.79)
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Figure gb. Forest plot for thespecificityof week 2 IgM or Ig@ombination testsising NAAT as reference standard
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Supplement C
RecommendationWhen evidence of previous SAR8V2 infection is desired, the IDSA panel suggests for using IgG, 1gG/IgM, or

total antibodies and against using IgM to detegidence of past SAR\2 infection (conditional recommendation, low certainty
of evidence).

Figure 8a. Forest plot for the sensitivitgf week 3 IgM using NAAT as reference standard

Study Test Technology Target DPSO TP FN Total Sensitivity 95% CI
Narasimhan 2021 Abbott AdviseDx IgM (Alinity) CMIA Spike S1/52 16—20days 42 2 44 — 0.95 (0.85-0.99)
Mallon 2021 Abbott CoV-2 IgM (ARCHITECT) CMIA Nucleocapsid 22-24days 62 13 75 — 0.83 (0.72-0.90)
Maine 2020 Abbott CoV-2 IgM (ARCHITECT) CMIA RBD 15-21 days 282 15 297 ;i 0.95 (0.92-0.97)
Hibino 2022 Abbott CoV-2 IgM (ARCHITECT) CMIA Spike S1/82 15-20 days 133 4 137 - 0.97 (0.93-0.99)
Pérez-Garcia 2020 ALLTEST LFIA Spike + Nucleocapsid 15-21days 9 6 15 — 0.60 (0.32-0.84)
Qiu 2020 Autobio Diagnostics CLIA Spike $1/52 16—20days 32 0 32 — 1.00 (0.89-1.00)
Lin 2021 Beckman CLIA Spike S1 15-21days 28 5 33 — 0.85 (0.68-0.95)
Velay 2020 EDI ELISA Nucleocapsid 15-21days 18 25 43 — : 042 (0.27-0.58)
Nilles 2021 EDI ELISA Nucleocapsid 15-21days 41 24 65 —s 0.63 (0.50-0.75)
Whitman 2020 EDI ELISA Nucleocapsid 16-20days 14 5 19 —B—— 0.74 (0.49-0.91)
Bundschuh 2020 EDI ELISA Nucleocapsid 1622days 13 3 16 —— 0.81 (0.54-0.96)
Egger 2020 EDI ELISA Nucleocapsid 15-22days 17 1 18 — 0.94 (0.73-1.00)
Delliere 2020 Healgen LFIA Not reported 156-21days 2 32 34 —— : 0.06 (0.01-0.20)
Charlton 2020 Innovita LFIA Spike + Nucleocapsid 14-21days 3 5 8 0.38 (0.09-0.76)
Gebrecherkos 2022 Innovita LFIA Spike + Nucleocapsid 16-21 days 103 38 141 —s=— 0.73 (0.65-0.80)
Serre-Miranda 2021 Innovita LFIA Spike + Nucleocapsid 16-21days 20 7 27 — e 0.74 (0.54-0.89)
Kittel 2021 Maglumi CLIA Spike + Nucleocapsid 15-21days 9 4 13 —_— 0.69 (0.39-0.91)
Ou 2021 Maglumi CLIA Spike + Nucleocapsid 15-21 days 212 44 256 - 0.83 (0.78-0.87)
Wakita 2021 Nadal LFIA Spike + Nucleocapsid 14-20days 34 0 34 — 1.00 (0.90-1.00)
Tré—Hardy 2021 NovaTec NovalLisa ELISA Nucleocapsid 21+2days 13 21 34 — 0.38 (0.22-0.56)
Choe 2020 PCL RCIA Spike + Nucleocapsid 23.7 days 46 24 70 — 0.66 (0.53-0.77)
Yamamoto 2022 SHENZHEN YHLO CLIA Spike + Nucleocapsid 15-21days 50 28 78 —— 0.64 (0.52-0.75)
Mairesse 2020 SHENZHEN YHLO CLIA Spike S1 14-20days 30 7 37 —B— 0.81 (0.65-0.92)
Guedez-Lopez 2020 Sienna LFIA Nucleocapsid Week 3 8 1 9 —— 0.89 (0.52-1.00)
Choi 2022 STANDARD Q LFIA Spike + Nucleocapsid 15-21days 53 6 59 —_— 0.90 (0.79-0.96)
Chansaenroj 2021 STANDARD Q RCIA Nucleocapsid Week 3 8 0 8 —_— 1.00 (0.63-1.00)
Buntinx 2020 SureScreen LFIA Spike S1/82 14-28days 39 2 41 — 095 (0.83-0.99)
Fujigaki 2020 Vazyme ELISA Not reported 15-19days 5 19 24 ———— : 0.21 (0.07-0.42)
Chamkhi 2022 Vidas BioMerieux FEIA Spike S1/82 Week3 150 15 165 = 091 (0.85-0.95)
Zervou 2021 Virotech ELISA Nucleocapsid 15-21days 11 2 13 S 0.85 (0.55-0.98)
Liu 2020 Wantai ELISA Spike S1/82 13—-18 days 102 16 118 — 0.86 (0.79-0.92)
Bal 2021 Wantai ELISA RBD 15-21days 56 3 59 —a 0.95 (0.86-0.99)
Nilsson 2021 Wantai ELISA RBD 15-21days 32 0 32 . 1.00 (0.89-1.00)
Bivariate model - 0.83 (0.74-0.90)

33 studies, 2054 patients
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Figure 8b. Forest plot for thespecificityof week 3 IgM using NAAT as reference standard
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Figure 8a. Forest plot for the sensitivigf week 4 IgM using NAAT as reference standard

Study Test Technology Target DPSO TP FN Total Sensitivity 95% ClI
Hibino 2022 Abbott CoV-2 IgM (ARCHITECT) CMIA Spike S1/52 21-26days 111 7 118 e} 0.94 (0.88-0.98)
Maine 2020 Abbott CoV-2 IgM (ARCHITECT) CMIA RBD 4-5weeks 237 10 247 . - 0.96 (0.93-0.98)
Pérez-Garcia 2020 ALLTEST LFIA Spike + Nucleocapsid 22-28days 6 14 20 ———— : 0.30 (0.12-0.54)
Qiu 2020 Autobio Diagnostics CLIA Spike S1/82 21-25days 26 2 28 —8 0.93 (0.76-0.99)
Lin 2021 Beckman CLIA Spike S1 22-28days 28 5 33 —— 0.85 (0.68-0.95)
Velay 2020 EDI ELISA Nucleocapsid 22-28days 26 41 67 —B— 0.39 (0.27-0.51)
(Gebrecherkos 2022 Innovita LFIA Spike + Nucleocapsid 22-30 days 141 48 189 - 0.75 (0.68-0.81)
Ou 2021 Maglumi CLIA Spike + Nucleocapsid 22-28 days 146 26 172 — 0.85 (0.79-0.90)
Kittel 2021 Maglumi CLIA Spike + Nucleocapsid 22-28days 11 0 11 —— 1.00 (0.72—-1.00)
Wakita 2021 Nadal LFIA Spike + Nucleocapsid 21-27days 34 0 34 : —H 1.00 (0.90-1.00)
Mairesse 2020 SHENZHEN YHLO CLIA Spike S1 21-27 days 14 15 29 —B : 0.48 (0.29-0.67)
Yamamoto 2022 SHENZHEN YHLO CLIA Spike + Nucleocapsid 22-28 days 37 8 45 —a— 0.82 (0.68-0.92)
Choi 2022 STANDARD Q LFIA Spike + Nucleocapsid 22-28 days 23 4 27 — 0.85 (0.66-0.96)
Chansaenroj 2021 STANDARD Q RCIA Nucleocapsid Week 4 3 0 3 - 1.00 (0.29-1.00)
Zervou 2021 Virotech ELISA Nucleocapsid 22-28days 11 4 15 —_— 0.73 (0.45-0.92)
Liu 2020 Wantai ELISA Spike S1/82 19-25 days 141 20 161 - 0.88 (0.81-0.92)
Nilsson 2021 Wantai ELISA RBD 22-28days 12 0 12 — 1.00 (0.74-1.00)
Bivariate model _ 0.86 (0.75-0.93)

17 studies, 1211 patients [ I I T !
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Figure 8b. Forest plot for thespecificityof week 4 IgM using NAAT as reference standard
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Maine 2020 Abbott CoV-2 IgM (ARCHITECT)
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Figure &0a. Forest plot for the sensitivigf week 5 IgM using NAAT as reference standard

Study Test

Hibino 2022 Abbott CoV-2 IgM (ARCHITECT)
Qiu 2020 Autobio Diagnostics
Lin 2021 Beckman
Meng 2020 Innovita
Gebrecherkos 2022 Innovita

Ou 2021 Maglumi
Wakita 2021 Nadal
Chansaenroj 2021 STANDARD Q
Liu 2020 Wantai

Bal 2021 Wantai

Bivariate model
10 studies, 890 patients
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Figure 40b. Forest plot for thespecificityof week 5 IgM using NAAT as reference standard
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Figure 41a. Forest plot for the sensitivigf week 6 IgM using NAAT as reference standard
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Figure &1b. Forest plot for thespecificityof week 6 IgM using NAAT as reference standard

Study Test Technology Target DPSO TN FP Total Specificity 95% ClI
Maine 2020 Abbott CoV-2 IgM (ARCHITECT) CMIA RBD 6-7 weeks 716 720 1436 —+ f 0.50 (0.47-0.52)
Hibino 2022 Abbott CoV-2 IgM (ARCHITECT) CMIA Spike $1/52 36-41days 857 3 860 : 1.00 (0.99-1.00)
Qiu 2020 Autobio Diagnostics CLIA Spike S$1/52 36-40 days 377 12 389 - 0.97 (0.95-0.98)
Lin 2021 Beckman CLIA Spike S1 36-42days 200 0 200 = 1.00 (0.98-1.00)
Gebrecherkos 2022 Innovita LFIA Spike + Nucleocapsid 37-39 days 138 12 150 — 0.92 (0.86-0.96)
Ou 2021 Maglumi CLIA Spike + Nucleocapsid 36-42 days 204 5 209 — 0.98 (0.95-0.99)
Wakita 2021 Nadal LFIA Spike + Nucleocapsid 35-41days 96 4 100 — 0.96 (0.90-0.99)
Chansaenroj 2021 STANDARD Q RCIA Nucleocapsid Week6 130 0 130 — 1.00 (0.97-1.00)
Liu 2020 Wantai ELISA Spike S1/S2 37-42days 144 0 144 = 1.00 (0.97-1.00)
Bal 2021 Wantai ELISA RBD 29-35days 69 0 69 — 1.00 (0.95-1.00)
Bivariate model = 0.99 (0.94-1.00)

10 studies, 3687 patients \ \ I \ 1 \
05 06 07 08 09 1

Figure 42a. Forest plot for the sensitivigf week 7 IgM using NAAT as reference standard

Study Test Technology Target DPSO TP FN Total Sensitivity
Ou 2021 Maglumi CLIA Spike + Nucleocapsid 43-48 days 65 39 104 ——'— 0.62
Chansaenroj 2021  STANDARD Q RCIA Nucleocapsid Week7 35 11 46 . 0.76
Liu 2020 Wantai ELISA Spike S1/82 43-48 days 80 48 128 ——— 0.62
Bal 2021 Wantai ELISA RBD 36-42days 52 7 59 Ve — 0.88
Fixed effects model —_— 0.73

I I I 1
0.6 0.7 0.8 0.9

4 studies, 337 patients

Figure 42b. Forest plot for thespecificityof week 7 IgM using NAAT as reference standard

Study Test Technology Target DPSO TN FP Total Specificity
Ou 2021 Maglumi CLIA Spike + Nucleocapsid 43-48 days 204 5 209 = 0.98
Chansaenroj 2021  STANDARD Q RCIA Nucleocapsid Week7 130 0 130 - 1.00
Liu 2020 Wantai ELISA Spike S1/82 43-48 days 144 0 144 — 1.00
Bal 2021 Wantai ELISA RBD 36-42days 69 0 69 — 1.00
Fixed effects model > 0.99

| | | | | |
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Figure &3a. Forest plot for the sensitivitgf week 8 IgM using NAAT as reference standard

Study Test Technology Target DPSO TP FN Total
Maine 2020 Abbott CoV-2 IgM (ARCHITECT) CMIA RBD 8-9 weeks 60 11 71
Qu 2021 Maglumi CLIA Spike + Nucleocapsid 49-56 days 44 31 75
Chansaenroj 2021 STANDARD Q RCIA Nucleocapsid Week8 70 35 105
Liu 2020 Wantai ELISA Spike S1/82 49-54 days 60 17 77

Fixed effects model

4 studies, 328 patients f
0.5

Figure &3b. Forest plot for thespecificityof week 8 IgM using NAAT as reference standard

Study Test Technology Target DPSO TN FP Total
Maine 2020 Abbott CoV-2 IgM (ARCHITECT) CMIA RBD 8-9weeks 716 720 1436 —
Ou 2021 Maglumi CLIA Spike + Nucleocapsid 49-56 days 204 5 209
Chansaenroj 2021 STANDARD Q RCIA Nucleocapsid Week8 130 0 130
Liu 2020 Wantai ELISA Spike $1/S2 49-54 days 144 0 144

Fixed effects model

4 studies, 1919 patients ‘
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95% CI
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Figure &4a. Forest plot for the sensitivityf week 3 IgG using NAAT as reference standard





































































